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1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical

utility; (2) the accuracy of FDA'’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

U.S.-Origin Statements on Seafood:
Draft Guidance for Industry

OMB Control Number 0910-0381—
Revision

This draft guidance, if finalized,
would provide examples of U.S.-origin

statements in seafood product labeling
that FDA would consider truthful and
not misleading. These products include
both single-ingredient seafood and the
seafood components of multi-ingredient
foods. Respondents that choose to use
U.S.-origin statements on their seafood
products should be able to substantiate
the statements to show that they are
truthful and not misleading.

Description of respondents:
Respondents to this information
collection are manufacturers, packers,
and distributors of seafood.
Respondents are from the private sector
(for-profit businesses).

We estimate the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ONE-TIME RELABELING BURDEN

Number of Average :
Activity rglsurggggr?tfs disclosures Td?;ill Oasrmggl burden per Total hours To?ésﬁge'tal
P per respondent disclosure
Relabel for U.S.-origin statement ........ 1,150 5 5,750 1 5,750 $7,664,750

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

The burden estimates in Table 1 are
based on FDA'’s institutional experience
and knowledge of the seafood industry.
We assume there are two scenarios
where seafood products would be
relabeled. The first scenario would
involve a product currently labeled with
a U.S.-origin statement, where the
respondent chooses to remove such
statement. The second scenario would
involve a product not currently labeled
with a U.S.-origin statement, where the
respondent chooses to add such
statement. Both instances involve
relabeling. Because these statements are
voluntary, we do not know how many
respondents would make labeling
changes. For the purpose of this
analysis, we estimate that there are
about 2,300 domestic manufacturers,
packers, and distributors of seafood.
Further, we estimate that approximately
half of them (1,150 firms) would change
their labels to either add or remove a
U.S.-origin statement. We estimate that
each firm would change 5 labels with
each label taking about an hour to revise
for an annual third-party disclosure
burden of 5,750 hours (1,150 firms x 5
labels x 1 hour). Based on our
experience with other relabeling
policies, we estimate relabeling each
product that respondents choose to
relabel would cost $1,333 assuming a
three-year adoption period. That
calculates to an annual capital cost of
$7,664,750 ($1,333 x 5,750 labels). This

is the cost of designing revised labels
and incorporating them into the
manufacturing process. We believe that
this would be a one-time capital cost.

This estimate also does not include
maintaining records to substantiate a
statement as respondents already
maintain records as a usual and
customary business practice.

III. Electronic Access

You may obtain the draft guidance at:
https://www.fda.gov/FoodGuidances,
https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents, or https://
www.regulations.gov. Use the FDA
websites listed in the previous sentence
to find the most current version of the
guidance.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026-21838 Filed 10-23-26; 4:15 pm]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Submission to OMB for
Review and Approval: Public Comment
Request; Organ Procurement and
Transplantation Network Board of
Directors and Committee Member
Applications and Forms

AGENCY: Health Resources and Services
Administration (HRSA), Department of
Health and Human Services.

ACTION: Notice.

SUMMARY: In compliance with the
Paperwork Reduction Act of 1995,
HRSA submitted an Information
Collection Request (ICR) to the Office of
Management and Budget (OMB) for
review and approval. Comments
submitted during the first public review
of this ICR will be provided to OMB.
OMB will accept further comments from
the public during the review and
approval period. OMB may act on
HRSA'’s ICR only after the 30-day
comment period for this notice has
closed.

DATES: Comments on this ICR should be
received no later than October 27, 2026.
ADDRESSES: Written comments and
recommendations for the proposed
information collection should be sent


https://www.fda.gov/FoodGuidances
https://www.regulations.gov
https://www.regulations.gov
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
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within 30 days of publication of this
notice to 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.

FOR FURTHER INFORMATION CONTACT: To
request a copy of the clearance requests
submitted to OMB for review, email
Samantha Miller, the HRSA Information
Collection Clearance Officer, at
paperwork@hrsa.gov or call (301) 443—
9094.

SUPPLEMENTARY INFORMATION:
Information Collection Request Title:
Organ Procurement and Transplantation
Network Board of Directors and
Committee Member Applications and
Forms, OMB No. 0906-New.

Abstract: The Organ Procurement and
Transplantation Network (OPTN) is a
public-private partnership that links
professionals involved in the U.S.
donation, procurement, and
transplantation system. The OPTN
focuses on promoting long, healthy, and
productive lives for people with organ
failure. The OPTN also aims to increase
opportunities for transplants, optimize
organ use, enhance efficiency, and
prioritize patient care. The OPTN Board
of Directors (BOD) is authorized by
section 372 of the National Organ
Transplant Act of 1984 (NOTA) (see 42
U.S.C. 274(b)(1)(B)), and the operation
composition of the OPTN BOD are
further codified in federal regulation
under the regulations implementing
NOTA (see 42 CFR 121.3(a)). These
regulations also provide that the OPTN
BOD shall “establish committees as are
necessary to perform the duties of the
OPTN” and describe the composition of
these committees (see 42 CFR
121.3(a)(4)). As part of the ongoing
OPTN Modernization Initiative (https://
www.hrsa.gov/optn-modernization/
learn-more-about-modernization),
HRSA seeks OMB approval of
applications to be completed by
candidates interested in volunteering to
serve on the OPTN BOD and/or on the
committees that support the BOD.
Members of the OPTN BOD and
committees do not receive payment for
this work. HRSA also seeks approval of
conflict-of-interest (COI), code of
conduct, confidentiality, and attestation
forms to be completed by the selected/
confirmed members of the OPTN BOD,
committees, and review boards on an
annual, tri-annual, or ad hoc basis. The
OPTN BOD consists of 35 members who
serve 2 to 3-year terms and are
supported by 21 committees with a total
of approximately 419 members with the
same term limits. Select members of the

BOD also serve on committee(s) as
Visiting Board Members. In addition,
there are ad hoc committees or BOD
workgroups that may be established to
work on time-limited issues, and these
members (approximately 20 a year)
would fill out the annual COI form as
well. Given some committee turnover,
there are approximately 505 committee
and BOD members filling out the annual
COI form, code of conduct form,
confidentiality form, and attestation
form every year. In addition,
approximately 841 members of OPTN
Review Boards will fill out the annual
COI form, confidentiality agreements,
and code of conduct forms.

A 60-day Notice was published in the
Federal Register on August 6, 2026, Vol.
91, No. 150, FR pp. 50861. HRSA
received comments from one entity, the
Association of Organ Procurement
Organizations. The commenter
recognized the important role of
volunteers within the OPTN and
provided recommendations intended to
clarify and improve the proposed Board
of Directors and Committee Volunteer
Interest Forms and the COI disclosure
forms. The commenter recommended
revisions to the forms related to
questions concerning applicant
disciplinary history, Organ Procurement
Organization (OPO) roles and transplant
programs, living and deceased donor
experience, social media information,
prior OPTN volunteer service, financial
interests, and the frequency of recurring
COI disclosures.

On Form 1, the commenter asked for
the justification for requesting social
media handles and expressed concern
that they would be used to screen out
applicants with divergent views.

HRSA Response: HRSA removed an
optional open-ended question regarding
social media handles.

On Form 1, the commenter expressed
concern that a question asking about an
applicant’s employer facing regulatory
discipline could require an applicant to
disclose confidential information.

HRSA Response: HRSA revised the
question concerning criminal, ethics, or
regulatory disciplinary matters. The
revised question no longer requests
information concerning disciplinary
matters involving an applicant’s
employer and separates the remaining
inquiry into two yes/no questions
addressing prior actions and currently
pending matters regarding the applicant
and not the employer.

On Form 1, the commenter also asked,
for clarification purposes, to list ““organ
donor” as “living donor” and allowing
for OPO experience to be marked as
OPO-administrative versus OPO-
clinical.

HRSA Response: HRSA revised Form
1 and accepted both changes.

On Form 1, the commenter expressed
concern that questions asking patient
and family members about their
advocacy and outreach experience may
discourage people from applying if they
lack this experience.

HRSA Response: Regarding the
comment that the questions may
discourage applicants who lack
outreach or advocacy experience, the
form also asks for other background
experience in areas such as finance,
governance, and ethics. The nominating
committee considers all applicants, and
inclusive language will be included in
outreach materials for these roles.

On Forms 1 and 2, the commenter
suggested some questions did not
appear to apply to the procurement side
because they only mentioned
transplantation experience.

HRSA Response: On Forms 1 and 2,
HRSA broadened ‘““transplant” language
throughout to “transplant, donation, or
procurement” in order to be more
inclusive to applicants on the donation
or procurement side.

Based on feedback from leadership of
the OPTN Board of Directors, on Forms
1 and 2, HRSA added two employment-
related questions regarding the
applicant’s current employment status
and whether the applicant’s employer is
aware of the application. These
questions require only selection from
predefined response options and are
expected to require negligible time to
complete.

On Form 3, the commenter suggested
the financial question in the COI form
was overly broad and should be more
limited.

HRSA Response: HRSA clarified in
the COI form (the annual COI form as
well as the tri-annual COI form) that
financial conflicts should exclude salary
from current employers and exclude
investments in broadly diversified
funds. However, HRSA is not adopting
the proposed 5 percent threshold. The
question intentionally reaches the
broader concept of an individual’s or
family member’s “ownership or
beneficial interest.” A 5 percent
threshold could exclude financial
interests that might still create an actual,
potential, or perceived COI in the OPTN
context.

On Form 3, the commenter expressed
concern that disclosing information in
the COI form could be used to screen
applicants with diverse views from
serving.

HRSA Response: HRSA appreciates
the commenter’s concern. As noted in
the instructions, answering “Yes” to any
question does not automatically


https://www.hrsa.gov/optn-modernization/learn-more-about-modernization
https://www.hrsa.gov/optn-modernization/learn-more-about-modernization
https://www.hrsa.gov/optn-modernization/learn-more-about-modernization
http://www.reginfo.gov/public/do/PRAMain
http://www.reginfo.gov/public/do/PRAMain
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preclude an individual from serving.
Rather, the information provided is used
to assist in assessing the relevant
circumstances.

On Form 3 and Form 4, the
commenter suggested an annual filing
with reminders to file any changes in
the interim as they occur rather than the
tri-annual cadence between annual
filings.

HRSA Response: The OPTN has
members fill out the form proactively
with updates on a tri-annual basis to
ensure the most recent COI information
is collected to uphold the strongest
governance standards. However,
volunteers are also asked to submit
updates every time a change takes place
between filings, so COI information is
up to date ahead of every meeting.

Need and Proposed Use of the
Information: HRSA and the OPTN
anticipate collecting committee and
BOD applications on an annual basis for
committee and board openings.
Resumes are requested and required for
Board applicants and requested but not
required for committee applicants. To
ensure applicants to the OPTN BOD and
committees have the appropriate
expertise, the proposed applications
will collect information including
candidates’ professional background,
expertise, experience in organ donation
and transplantation, and areas of
interest. The OPTN and its Nominating
Committee, with HRSA oversight, will
evaluate the applications to analyze
qualifications and support a structured
nomination and selection process. The
application information will help
ensure the OPTN governance bodies are
composed of individuals with the
necessary knowledge, skills, and
perspectives to effectively oversee and
support the nation’s organ donation and
transplantation system.

In addition, annual COI disclosures
will be collected from BOD, committee
members, and will be used to review
board members upon their election/
selection or annual anniversary. The
BOD and Membership and Professional
Standards Committee members will also
submit COI updates on a tri-annual
basis as well as fill out an ad hoc COI

form when needed. HRSA and the
OPTN will use information collected via
the selected BOD and committee
members’ COI forms to routinely
identify, monitor, prevent, and address
actual, potential or appearances of COI
relating to the operation of the OPTN.
HRSA will use this information to
strengthen oversight and accountability
within the OPTN to enhance trust and
confidence among stakeholders and the
public. Without access to this
information, HRSA and the OPTN
would be less able to prevent potential
conflicts of interest, which could
jeopardize the independence and
objectivity of the OPTN BOD and
committees that inform national organ
procurement and transplantation policy.
Upon committee election or
appointment and volunteer orientation,
BOD and committee members will
complete and submit an attestation
form, confidentiality agreement, as well
as the code of conduct. The code of
conduct and confidentiality agreement,
and attestation are collected to ensure
that OPTN BOD and committee
members annually acknowledge their
obligations to act in the best interests of
the OPTN, comply with applicable
ethical and conduct requirements,
protect confidential information, and
uphold the standards necessary to
maintain good standing and public trust
in OPTN governance.

Likely Respondents: Respondents
completing the application forms will
be individuals who express interest in
serving in volunteer governance or
committee roles within the OPTN. This
includes a broad and diverse group of
stakeholders involved in or connected
to organ donation and transplantation,
such as transplant professionals (e.g.,
physicians, surgeons, coordinators,
administrators), OPO personnel,
histocompatibility experts, researchers,
patients, living donors, family members,
caregivers, and members of the public
with relevant expertise (e.g., ethics,
finance, governance, public policy, or
operations). Respondents may be
employed or unaffiliated individuals
and will represent a wide range of
professional disciplines, lived

experiences, and geographic regions
across the United States, helping to
support a more dynamic and
representative governance process.
Respondents completing the COI forms,
code of conduct, confidentiality, and
attestation forms will be individuals
who have been elected or appointed to
committee, review board, and BOD
positions for the OPTN.

Burden Statement: Burden in this
context means the time expended by
persons to generate, maintain, retain,
disclose, or provide the information
requested. This includes the time
needed to review instructions; to
develop, acquire, install, and utilize
technology and systems for the purpose
of collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; to train
personnel and to be able to respond to
a collection of information; to search
data sources; to complete and review
the collection of information; and to
transmit or otherwise disclose the
information. The total annual burden
hours estimated for this ICR are
summarized in the table below.

HRSA calculated estimated burden
hours based on internal testing for
completing each form. The estimated
total annual burden for this information
collection is 2,110.84 hours across all
respondents on an annual basis,
including for both tri-annual and annual
responses. HRSA made minor revisions
to several forms, and in the annual and
tri-annual conflict-of-interest forms
consolidated eight conflict questions
down to two. In addition, since two
questions were added to the application
forms, the time increased slightly for the
committee application but remained the
same for the board application as two
questions were removed. HRSA also
increased the total volume of
respondents by adding 841 review board
member volunteers to receive the COI,
confidentiality, and code of conduct
forms annually. Thus, the total number
of responses increased from the 60-day
FRN to the 30-day FRN from 5,160 to
7,683, and the total burden hours
increased from 1,870.39 to 2,110.84.

TOTAL ESTIMATED ANNUALIZED BURDEN HOURS

Average
Number of Total
Form Number of Total burden per
Form name responses per burden
No. respondents respondent responses (ri?]sEgLr:rsSe) hours
T s OPTN Board of Directors Volunteer Interest Form*+ ....... 304 1 304 1.50 456.00
2 OPTN Committee Interest Form ™+ ... ....ccooiiiiiiiiiiiiiiees 838 1 838 1.27 1,064.26
3 OPTN Annual Conflict-of-Interest Disclosure Question- 1,346 1 1,346 0.13 174.98
naire +.
4 ... OPTN Conflict-of-Interest Disclosure: Tri-Annual Update + 74 3 222 0.08 17.76
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TOTAL ESTIMATED ANNUALIZED BURDEN HOURS—Continued
Average
Number of Total
Form Number of Total burden per
Form name responses per burden
No. respondents respondent responses (r;sgglr}rsse) hours
5 e OPTN Ad hoc Conflict-of-Interest Disclosure Question- 74 24 1,776 0.08 142.08
naire ** +,
6 ... OPTN Attestation FOrm .........cccoeeeiiiiiiiieeeeecceeeee e 505 1 505 0.08 40.40
7 . OPTN Code of Conduct Form 1,346 1 1,346 0.08 107.68
8 ... OPTN Volunteer Confidentiality Agreement + 1,346 1 1,346 0.08 107.68
TOtal e 5,833 | i, 7,683 | e, 2,110.84

* Estimated responses per year, every 2-to-3 years.

**Board members submit ad hoc conflict-of-interest forms prior to each monthly meeting, and before any ad hoc Board Meeting or Executive
Board meeting with specific institution-based discussion.

+Form name has been updated since the publication of the 60-day Federal Register Notice.

Amy P. McNulty,

Deputy Director, Executive Secretariat.
[FR Doc. 2026—21857 Filed 10—-26—26; 8:45 am]
BILLING CODE 4165-15-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;
Fellowships: Neurosensory Systems.

Date: November 23—24, 2026.

Time: 9:00 a.m. to 6:00 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: Li Jia, Ph.D., Scientific
Review Officer, Center for Scientific Review,
National Institutes of Health, 6701 Rockledge
Drive, Bethesda, MD 20892, (301) 594—8068,
li.jia@nih.gov.

Name of Committee: Center for Scientific
Review, Special Emphasis Panel; RFA Panel:
Cardiovascular Science.

Date: November 23, 2026.

Time: 9:30 a.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: Nawazish Ali Naqvi,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 827-7911, nawazish.naqvi@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Cognitive
and Language Habilitation and
Rehabilitation.

Date: November 23-24, 2026.

Time: 10:00 a.m. to 6:00 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: Devon Rene Oskvig, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 594-9088, devon.oskvig@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Training
and Career Development: Epidemiology and
Population Health.

Date: November 24, 2026.

Time: 9:00 a.m. to 6:00 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: Magnus A. Azuine, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 435-7579, azuinema@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Interdisciplinary fields of
Bioengineering, Imaging and Vascular
Sciences.

Date: November 24, 2026.

Time: 9:00 a.m. to 6:00 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: Zhihong Shan, Ph.D., MD,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 827-7085, zhihong.shan@
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: October 23, 2026.
Margaret N. Vardanian,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2026—21903 Filed 10-26-26; 8:45 am]
BILLING CODE 4167-05-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Submission for OMB Review; 30-Day
Comment Request; The Impact of
Clinical Research Training and Medical
Education at the Clinical Center on
Physician Careers in Academia and
Clinical Research

AGENCY: National Institutes of Health,
HHS.

ACTION: Notice.

SUMMARY: In compliance with the
Paperwork Reduction Act of 1995, the
National Institutes of Health (NIH) has
submitted to the Office of Management
and Budget (OMB) a request for review
and approval of the information
collection listed below.

DATES: Comments regarding this
information collection are best assured
of having their full effect if received by
November 27, 2026.
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