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FOR FURTHER INFORMATION CONTACT:
Aylin Skroejer (202—-326—2459),
Attorney Advisor, Bureau of
Competition.

Authority: 15 U.S.C. 19(a)(5).

Joel Christie,

Acting Secretary.

[FR Doc. 2026—00880 Filed 1-15-26; 8:45 am|
BILLING CODE 6750-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2025—-N-0956]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Warning Plans for
Certain Tobacco Products

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 February
17, 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 0910-0671. Also include
the FDA docket number found in
brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
Amber Barrett, Office of Operations,
Food and Drug Administration, Three
White Flint North, 10A-12M, 11601
Landsdown St., North Bethesda, MD
20852, 301-796—-8867, PHAStaff@
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.

Warning Plans for Certain Tobacco
Products

OMB Control Number 0910-0671
Extension

Tobacco products are governed by
chapter IX of the Federal Food, Drug,
and Cosmetic Act (sections 900 through
920) (21 U.S.C. 387 through 21 U.S.C.
387u). Implementing regulations are
found in 21 CFR subchapter K (21 CFR
parts 1100 through 1150). Section 3 of
the Comprehensive Smokeless Tobacco
Health Education Act of 1986 (the
Smokeless Tobacco Act) (15 U.S.C.
4402) as amended by section 204 of the
Family Smoking Prevention and
Tobacco Control Act (the Tobacco
Control Act), requires, among other
things, that all smokeless tobacco
product packages and advertisements
bear one of four required warning
statements (15 U.S.C. 4402(a)(1)). The
warning statements specified in
4402(a)(1) must be randomly displayed
on packaging and randomly distributed
“in accordance with a plan submitted
by the tobacco product manufacturer,
importer, distributor, or retailer” to, and
approved by FDA (15 U.S.C.

4402(b)(3)(A)). Those statements must
be rotated quarterly in advertisements
for each brand of smokeless tobacco
product, also “in accordance with a
plan” submitted to and approved by
FDA (15 U.S.C. 4402(b)(3)(B)).

To implement statutory requirements
for smokeless tobacco products, warning
plans are reviewed by FDA, upon
submission by respondents (21 U.S.C.
4402(b)(3)(C)). FDA published a draft
guidance entitled “Submission of
Warning Plans for Cigarettes and
Smokeless Tobacco Products” on
September 9, 2011, which describes the
information and format to be submitted
for smokeless plans (www.fda.gov/
regulatory-information/search-fda-
guidance-documents/submission-
warning-plans-cigarettes-and-
smokeless-tobacco-products).
Submitters may also visit a web page
that describes the smokeless tobacco
labeling and warning statement
requirements (www.fda.gov/tobacco-
products/labeling-and-warning-
statements-tobacco-products/smokeless-
tobacco-labeling-and-warning-
statement-requirements). Additionally,
FDA considers a submission to be a
supplement if the submitter is seeking
approval of a change to an FDA-
approved warning plan. Warning plans
can be submitted either electronically or
in paper format. The Center for Tobacco
Products (CTP) Portal, available at
ctpportal.fda.gov/ctpportal/login.jsp,
provides a secure online system for
electronically submitting documents
and receiving messages from CTP.

In the Federal Register of July 3, 2025
(FR 90 29559), FDA published a 60-day
notice requesting public comment on
the proposed collection of information.
FDA received two comments that were
not PRA related.

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

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN *

Number of Average
. Number of Total annual Total
Activity respondents re;r;%rgi%serﬁ)ter responses brlérgpegnggr hours
Submission of original rotational plans for health warning state-
ments for smokeless tobacco products ...........cccceeceiriiiiienns 1 1 60 60
Supplement to approved plan for smokeless tobacco products 2 2 30 60
TOMAI e nnne | eeessneeesnnresnnnnns | tessneeesssrneesanreeens | sesreessssnnessnnnennne | eeesssneesssneessiines 120

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

Based on FDA'’s experience over the
years, FDA retains the estimate of 60
hours to complete an original rotational
warning plan. FDA estimates that
preparing and submitting a supplement

to an approved plan will take half this
time (30 hours).

Regarding smokeless tobacco warning
plans, FDA estimates a total of one
respondent will submit a new original
smokeless tobacco warning plan per

year, which will take approximately 60
hours to complete, for a total of 60
burden hours. Additionally, FDA
estimates a total of two respondents will
submit a supplement to an approved
smokeless tobacco warning plan, taking
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approximately 30 hours to complete per
response, for a total of 60 burden hours.

Thus, the total burden for this collection
is estimated to be 120 hours.

FDA has adjusted its burden estimate,
which has resulted in a decrease of 60
hours and 2 respondents to the
currently approved burden. This
adjusted burden estimate is based on
historical trends for smokeless tobacco
warning plans. As of this OMB
submission, FDA has received a total of
47 original smokeless warning plans,
and a total of 33 supplements.
Generally, after receiving the initial
influx of original smokeless warnings
plans, the number of annual warning
plan submissions has decreased, and
FDA does not expect submissions to
increase at this time. Since publication
of the 60-day notice, we removed the
cigar warning plan burden from this
collection.

Brian Fahey,

Associate Commissioner for Legislation.
[FR Doc. 2026-00792 Filed 1-15-26; 8:45 am|]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Meeting

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of a
meeting of the Board of Scientific
Counselors, National Cancer Institute.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting. The open
session will be videocast and can be
accessed from the NIH Videocast at the
followinglink: http://videocast.nih.gov/.

The meeting will be closed to the
public as indicated below in accordance
with the provisions set forth in section
552b(c)(6), Title 5 U.S.C., as amended
for the review, discussion, and
evaluation of individual intramural
programs and projects conducted by the
National Cancer Institute, including
consideration of personnel
qualifications and performance, and the
competence of individual investigators,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Board of Scientific
Counselors, National Cancer Institute.

Date: March 9-10, 2026.

Open: March 09, 2026, 10:00 a.m. to 10:30
a.m.

Agenda: Call to Order and the Opening
Remarks.

Closed: March 09, 2026, 11:00 a.m. to 4:00
p.m. March 10, 2026, 10:10 a.m. to 3:00 p.m.

Agenda: Personnel qualifications and
performance, and competence of individual
investigators.

Address: National Institutes of Health,
National Cancer Institute, 9609 Medical
Center Drive, Rockville, MD 20850, Virtual
Meeting.

Contact Person: Mehrdad M. Tondravi,
Ph.D., Chief Institute Review Office, National
Cancer Institute, National Institutes of
Health, 9609 Medical Center Drive, Room
2W-464 MSC 9711, Rockville, MD 20852,
240-276-5664, tondravim@mail.nih.gov.

Information is also available on the
Institute’s/Center’s home page: https://
deainfo.nci.nih.gov/advisory/bsc/index.htm,
where an agenda and any additional
information for the meeting will be posted
when available.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.396, Cancer Biology
Research, National Institutes of Health, HHS)

Zieta M. Charles,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2026—00821 Filed 1-15-26; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Training:
Midcareer Investigator Award in Patient-
Oriented Research.

Date: February 10, 2026.

Time: 12:00 p.m. to 1:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Erica Charlot Spears,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 480-3211, spearsec@csr.nih.gov.

Name of Committee: Musculoskeletal, Oral
and Skin Sciences Integrated Review Group;
Musculoskeletal Rehabilitation Sciences
Study Section.

Date: February 19, 2026.

Time: 9:00 a.m. to 8:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Richard Michael Lovering,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 1000],
Bethesda, MD 20892, (301) 867-5309,
loveringrm@mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: January 13, 2026.
Rosalind M. Niamke,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2026-00785 Filed 1-15-26; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Drug Abuse;
Notice of Meeting

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of a
meeting of the National Advisory
Council on Drug Abuse.

The meeting will be held as a virtual
meeting and is open to the public, as
indicated below. Individuals who plan
to view the virtual meeting and need
special assistance such as sign language
interpretation or other reasonable
accommodations to view the meeting,
should notify Dr. Gillian Acca via email
at gillian.acca@nih.gov ten days in
advance of the meeting. The open
session will be videocast and can be
accessed from the NIH Videocasting and
Podcasting website (http://
videocast.nih.gov/).

A portion of the meeting will be
closed to the public in accordance with
the provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
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