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The revised estimated annual burden
reflects updates to the consideration of
burden. We believe that the burden for
part 1, subpart ] was inadvertently
omitted from the previous approval, so
we are adding it here. However, we
believe some of the considerations for
burden should have been incorporated
with PRA activities instead of being
considered independently. Lastly,
considerations of burden for
§§1.1465(a) and 1.1455(c)(3)(ii) do not
apply to the PRA so we have removed
this burden. Section 1.1465(a) is a
general solicitation for comment, which
is not considered “information”” under
the PRA regulations (5 CFR
1320.3(h)(4)). Activities under
§ 1.1455(c)(3)(ii) applies to an
investigation, audit, or action after a
case file is opened for a specific party,
which is exempt from OMB review as
discussed earlier in this document (5
CFR 1320.4(a)(2)).

Our estimated burden for the
information collection reflects an
overall increase of 4,227,299 hours but
a corresponding decrease of 4,973,420
records. We attribute the increase in
hours to the return of burden for part 1,
subpart ] along with adjustments to the
average burden per recordkeeping. We
attribute the decrease of records due to
the reconsideration of activities such as
learning new requirements and training
staff and incorporating the time for
these activities as part of the actual
information collection.

Lowell M. Zeta,
Acting, Deputy Commissioner for Policy,
Legislation, and International Affairs.
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ACTION: Notice.

SUMMARY: In compliance with the
Paperwork Reduction Act of 1995,
HRSA has 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 January 8, 2026.
ADDRESSES: Written comments and
recommendations for the proposed
information collection should be sent
within 30 days of publication of this
notice to www.reginfo.gov/public/do/
PRAMain. Find this particular
information collection by selecting
“Currently under 30-day 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—
3983.

SUPPLEMENTARY INFORMATION: When
submitting comments or requesting
information, please include the ICR title
for reference.

Information Collection Request Title:
Membership Forms for Organ
Procurement and Transplantation
Network, OMB No. 0915-0184—
Revision.

Abstract: The purpose of this ICR is to
renew and revise membership
application materials for the Organ
Procurement and Transplantation
Network (OPTN). Membership in the
OPTN is determined by submission of
application materials to OPTN
demonstrating that the applicant meets
all required criteria for membership and
will agree to comply with all applicable
provisions of the National Organ
Transplant Act, as amended, 42 U.S.C.
273, et seq., the OPTN final rule, 42 CFR
part 121, OPTN Policies, and OPTN
Management and Membership Policies.
Section 1138 of the Social Security Act,
as amended, 42 U.S.C. 1320b-8 requires
that hospitals in which transplants are
performed by members of OPTN abide
by the rules and requirements of OPTN
(that have been approved by the
Secretary of HHS) as a condition of
participation in Medicare and Medicaid.

A 60-day Federal Register notice was
published in the Federal Register on
August 20, 2025, Vol. 90, No. 159; pp.
40606—40608. HRSA received one
comment from the President of the
Association of Organ Procurement
Organizations. The commenter
expressed support for the necessity and

utility of the proposed information
collection, noting that it provides
critical information to assess whether
applicants meet OPTN membership
requirements. The commenter also
sought clarification on whether a
written agreement is required between
an Organ Procurement Organization
(OPO) and its laboratory when the two
entities operate under separate Centers
for Medicare & Medicaid Services
Certification Numbers.

HRSA Response: Laboratories are
required to maintain written agreements
with each OPO they serve, unless
clinical urgency prevents such an
agreement. These agreements delineate
the respective responsibilities and
expected procedures of the OPO and the
laboratory to ensure compliance with
OPTN membership standards and
support the integrity of the organ
procurement process. This requirement
is outlined in OPTN Bylaw C.2.D (OPO
Affiliation), which specifies the
elements that must be included in OPO-
laboratory agreements.

Need and Proposed Use of the
Information: The application materials
are needed to ensure that all members
and prospective members of OPTN
submit evidence that they meet the
required qualifications for membership.
These materials provide OPTN with the
information necessary to confirm and
demonstrate that applicants meet OPTN
membership application requirements
and create a record of the application
review process and resulting actions for
consideration by the Secretary of HHS
in the event an applicant subsequently
appeals a membership rejection by
OPTN.

Transplant hospitals, OPOs,
transplant histocompatibility
laboratories, medical/scientific and
public organizations, business
organizations, and individuals complete
the appropriate application materials to
meet or sustain requirements for OPTN
membership. The revisions include the
addition of a new data collection form
for Information Security Contact
Management, a required role for
accessing the OPTN Computer System;
additional updates to align the
membership applications for
histocompatibility laboratories and
businesses with new requirements, as
well as non-substantive changes to the
existing OMB data collection forms to
improve clarity and efficiency for both
members and OPTN.

Likely Respondents: New and existing
transplant hospitals, organ procurement
organizations, histocompatibility
laboratories, medical/scientific and
public organizations, businesses, and
individual members.


http://www.reginfo.gov/public/do/PRAMain
http://www.reginfo.gov/public/do/PRAMain
mailto:paperwork@hrsa.gov

57078 Federal Register/Vol. 90, No. 234/ Tuesday, December 9, 2025/ Notices

Burden Statement: Burden in this the collection of information; and to on input from a representative sample of
context means the time expended by transmit or otherwise disclose the potential respondents. Accordingly, the
persons to generate, maintain, retain, information. The total annual burden estimates were developed through
disclose or provide the information hours estimated for this ICR are consultation with the Transplant
requested. This includes the time summarized in the table below. Administrator, Hlstocompatlblhty, OPO,
needed to review instructions; to The estimated burden hours for this and Vascularized Composite Allograft
develop, acquire, install and utilize collection decreased by 2,062 hours committees. These committees reviewed
tefchlﬁ)logy and ls_}éstgms 1°01;1 the Pful“pose fronli the cirregltly appljovt()ad ECR . the forms and instructions and
0 fco ectt.lng, validating and verifying pta}[c.bagte.th e ecrgase 1t1)n urden canbe  oormined the estimates through
niormation, processing an . . attriputed 10 members becoring more consensus during their meetings. In
maintaining information, and disclosing familiar with the revised 2022 . . .

0 O . A . preparation for these discussions, some
and providing information; to train application forms and from consultation . .

. . . committee members also sought input
personnel and to be able to respond to with the appropriate OPTN committees p biect matt ts within thei
a collection of information; to search to estimate the burden. Specifically, rom Stl. ject mat ertfexper § within their
data sources; to complete and review OPTN based its burden hour estimates respective organizations.

TOTAL ESTIMATED ANNUALIZED BURDEN HOURS

Average
Number of Total
Form Number of Total burden per
No. Form name respondents ' rersep;%r;sn%seﬁter responses 2 aﬁsgga% bhucl"gssn
1 e OPTN Membership Application for Transplant 250 0.14 35 12.17 425.95
Hospitals and Programs.
2 OPTN Membership Application for Kidney 235 0.34 80 6.85 548.00
Transplant Programs.
3 e OPTN Membership Application for Liver Trans- 144 0.46 67 5.79 387.93
plant Programs.
4 OPTN Membership Application for Pancreas 135 0.22 30 5.79 173.70
Transplant Programs.
5 i OPTN Membership Application for Heart Trans- 155 0.25 39 16.82 655.98
plant Programs.
[N OPTN Membership Application for Lung Trans- 81 0.2 17 5.79 98.43
plant Programs.
T o OPTN Membership Application for Islet Trans- 22 0.09 2 8 16.00
plant Programs.
8 e OPTN Membership Application for Vascularized 48 0.27 13 23.79 309.27
Composite Allograft Transplant Programs.
9 e OPTN Membership Application for Intestine 19 0.16 4 11 44.00
Transplant Programs.
10 ........ OPTN Membership Application for 138 0.22 31 3.7 114.70
Histocompatibility Laboratories.
11 . OPTN Membership Application for Organ Pro- 55 0.18 10 18.33 183.30
curement Organizations.
12 ... OPTN Medical/Scientific Membership Applica- 11 0.18 2 1.42 2.84
tion.
13 ... OPTN Public Organization Membership Appli- 10 0.4 4 2 8.00
cation.
14 ... OPTN Business Membership Application .......... 19 0.47 9 1.61 14.49
15 ... OPTN Individual Membership Application ......... 16 0.625 10 1.53 15.30
16 ........ OPTN Representative Form .........cccccevevvneennen. 499 0.27 135 0.43 58.05
17 . Primary Data Coordinator Form .......... 1,032 0.09 93 0.43 39.99
18 ... Primary Program Administrator Form 839 0.12 101 0.45 45.45
19 ... Additional Surgeon and Physician Request 839 0.37 311 0.84 261.24
Form.
20 ........ HOPE Act Variance Request Form ................... 56 0.02 2 0.5 1.00
21 ... Kidney Paired Donation Pilot Program contact 160 0.18 29 0.56 16.24
update form.
22 ... OPTN Membership Application Surgeon or 0 0 0 0 0.00
Physician Log 3.
23 ... Information Security Contact Management 462 1.46 675 0.19 128.25
Form4.
Total = 23 fOrms ....ccoevvreeierceeeeeeeee 5225 | i 1,699 | i 3,548
Notes:

1The numbers of respondents were updated with OPTN membership data as of December 2, 2024, and reflect the number of current OPTN
members.

2The numbers of total responses were calculated with data from January 1, 2023, through December 31, 2023. “Total Responses” are round-
ed to the nearest whole number.

3The OPTN Membership Application Surgeon or Physician Log is an optional form. The information can also be submitted by the OPTN mem-
ber using a different format. The burden of completing the application is included in the organ specific application form. Please note that if a form
has 0.00 under average number of responses, this is an indicator that there were no submissions in calendar year 2023.

4The Information Security Contact Management Form is new, added to the Membership ICR in 2025.
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Maria G. Button,

Director, Executive Secretariat.

[FR Doc. 2025-22330 Filed 12—8-25; 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
and Mentored Training: Hepatology,
Toxicology, and Xenobiotic Metabolism and
Disposition.

Date: January 27, 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: Charlene J. Repique, Ph.D.,
Scientific Review Officer, NIDDK, National
Institutes of Health, 6707 Democracy
Boulevard, Room 7347, Bethesda, MD 20892,
301-451-3638, charlene.repique@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: December 4, 2025.
Rosalind M. Niamke,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2025-22292 Filed 12—-8-25; 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; Pain
Mechanisms.

Date: January 16, 2026.

Time: 10:00 a.m. to 6:30 p.m.

Agenda: To review and evaluate grant
applications.

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

Meeting Format: Virtual Meeting.

Contact Person: Nesar Uddin Akanda,
Ph.D. M.D., Scientific Review Officer,
Scientific Review Branch, National Institute
on Aging, National Institutes of Health, 5601
Fishers Lane, Suite 8B, Rockville, MD 20892,
(301) 594-8984, nesar.akanda@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: December 3, 2025.

Rosalind M. Niamke,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2025-22286 Filed 12-8-25; 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: Brain Disorders and
Clinical Neuroscience Integrated Review
Group; Clinical Neuroplasticity and
Neurotransmitters Study Section.

Date: January 14-15, 2026.

Time: 9:00 a.m. to 7:00 p.m.

Agenda: To review and evaluate grant
applications.

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

Meeting Format: Virtual Meeting.

Contact Person: Paula Elyse Schauwecker,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5201,
Bethesda, MD 20892, 301-760-8207,
schauweckerpe@csr.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: December 3, 2025.
Rosalind M. Niamke,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 202522283 Filed 12—8-25; 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; Program
Projects: Renewal of Centers of Biomedical
Research Excellence (COBRE).

Date: January 16, 2026.

Time: 9:00 a.m. to 5:30 p.m.


mailto:schauweckerpe@csr.nih.gov
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