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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

[Document Identifiers: CMS-10712]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Centers for Medicare &
Medicaid Services, Health and Human
Services (HHS).

ACTION: Notice.

SUMMARY: The Centers for Medicare &
Medicaid Services (CMS) is announcing
an opportunity for the public to
comment on CMS’ intention to collect
information from the public. Under the
Paperwork Reduction Act of 1995
(PRA), federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information (including each proposed
extension or reinstatement of an existing
collection of information) and to allow
60 days for public comment on the
proposed action. Interested persons are
invited to send comments regarding our
burden estimates or any other aspect of
this collection of information, including
the necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions,
the accuracy of the estimated burden,
ways to enhance the quality, utility, and
clarity of the information to be
collected, and the use of automated
collection techniques or other forms of
information technology to minimize the
information collection burden.

DATES: Comments must be received by
February 3, 2026.

ADDRESSES: When commenting, please
reference the document identifier or
OMB control number. To be assured
consideration, comments and
recommendations must be submitted in
any one of the following ways:

1. Electronically. You may send your
comments electronically to http://
www.regulations.gov. Follow the
instructions for “Comment or
Submission” or ‘“More Search Options”
to find the information collection
document(s) that are accepting
comments.

2. By regular mail. You may mail
written comments to the following
address: CMS, Office of Strategic
Operations and Regulatory Affairs,
Division of Regulations Development,
Attention: Document Identifier: ~ /
OMB Control Number: , Room C4—
26-05, 7500 Security Boulevard,
Baltimore, Maryland 21244-1850.

To obtain copies of a supporting
statement and any related forms for the
proposed collection(s) summarized in
this notice, please access the CMS PRA
website by copying and pasting the
following web address into your web
browser: https://www.cms.gov/
Regulations-and-Guidance/Legislation/
PaperworkReductionActof1995/PRA-
Listing.

FOR FURTHER INFORMATION CONTACT:
William N. Parham at (410) 786—4669.
SUPPLEMENTARY INFORMATION:

Contents

This notice sets out a summary of the
use and burden associated with the
following information collections. More
detailed information can be found in
each collection’s supporting statement
and associated materials (see
ADDRESSES).

Under the PRA (44 U.S.C. 3501—
3520), federal agencies must obtain
approval from the Office of Management
and Budget (OMB) for each collection of
information they conduct or sponsor.
The term “collection of information” is
defined in 44 U.S.C. 3502(3) and 5 CFR
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
requires federal agencies to publish a
60-day notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension or reinstatement of an existing
collection of information, before
submitting the collection to OMB for
approval. To comply with this
requirement, CMS is publishing this
notice.

Information Collections

1. Type of Information Collection
Request: Existing Collection in use
without an OMB control number; Title
of Information Collection: Religious
Nonmedical Health Care Institutions
(RNHCIs) Conditions of Participation;
Use: The purpose of this package is to
request approval for this existing
collection in use without an OMB
Control Number for Religious
Nonmedical Health Care Institutions
(RNHCIs) Conditions of Participation
(CoPs). RNHCISs are facilities that
provide non-medical nursing items and
services to patients who choose to rely
solely upon a religious method of
healing and for whom the acceptance of
medical health services would be
inconsistent with their religious beliefs.

The information collections (ICs) for
RNHCIs enable CMS to ensure these
facilities comply with health and safety

requirements under Title 42 Code of
Regulations (CFR) Section 403, Subpart
G. The specific ICs associated with
burdens are as follows: IC-1:
§§403.724(a)(2) & (a)(3)—Sign, Date &
Notarize election statement; IC-2:
§403.724(a)(4)—Copy & Submit
Election Statement to CMS; IC-3:
§403.730(a)—Provide Patients Notice of
Rights; IC—4: § 403.736(a)—Provide
Discharge Plan.

The previous iteration of this package
included an estimated annual burden of
1,943 hours and an annual cost of
$79,998. For this iteration, the total
annual hourly burden is revised to 824
hours, with an annual burden cost of
$38,113. There is no collection
instrument. Form Number: CMS—10712
(OMB control number: 0938—-NEW);
Frequency: Quarterly; Affected Public:
Private Sector—Not-for-profit
institutions; Number of Respondents:
56; Total Annual Responses: 2,476;
Total Annual Hours: 824. (For policy
questions regarding this collection
contact Claudia Molinar at (410) 786—
8445).

William N. Parham, III

Director, Division of Information Collections
and Regulatory Impacts, Office of Strategic
Operations and Regulatory Affairs.

[FR Doc. 2025-21978 Filed 12—4-25; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

[Office of Management and Budget #0970
0036]

Proposed Information Collection
Activity; ORR—6 Performance Report

AGENCY: Office of Refugee Resettlement,
Administration for Children and
Families, U.S. Department of Health and
Human Services.

ACTION: Request for Public Comments.

SUMMARY: The Office of Refugee
Resettlement (ORR), Administration for
Children and Families (ACF), U.S.
Department of Health and Human
Services, seeks Office of Management
and Budget (OMB) approval for a 3-year
extension to the existing data collection
for the ORR-6 Performance Report
forms (OMB #0970-0036, expiration
December 31, 2025) with minor changes
to the instructions. The minor proposed
changes remove parts of the instructions
that are no longer relevant due to
expired program funding and clarify
existing instructions.

DATES: Comments due February 3, 2026.
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ADDRESSES: In compliance with the
requirements of the Paperwork
Reduction Act (PRA) of 1995, ACF is
soliciting public comment on the
specific aspects of the information
collection described above. You can
obtain copies of the proposed collection
of information and submit comments by
emailing infocollection@acf.hhs.gov.
Identify all requests by the title of the
information collection.
SUPPLEMENTARY INFORMATION:
Description: The ORR-6 is designed
to satisfy the statutory requirements of

the Immigration and Nationality Act
(INA). Specifically, section 412(a)(7) of
INA (8 U.S.C. 1522(a)(7)) requires that
the Director monitor refugee
resettlement assistance, including
collecting data on the services provided
and the results achieved. Data elements
include output data that measure
services provided by programs for
school-aged youth, elderly populations,
and for overall health promotion. The
data collected will inform evidence-
based policymaking and program
design. The ORR—-6 is an OMB-approved

ANNUAL BURDEN ESTIMATES

form under PRA. ORR proposes to
extend OMB approval for the ORR-6
with minor changes to the instructions.
ORR staff and ORR funding recipients
will benefit from accurate and clear
instructions that support current
reporting requirements. ACF estimates
the proposed changes will not increase
response burden.

Respondents: States, Replacement
Designees, and the District of Columbia.

Total n:\rﬂggflof Average Annual

Instrument number of responses per burden hours burden

respondents re%ponderﬁ)t per response hours

ORR-6 Performance REpOrt ..........cccoiiiiiiiiiiiie e 70 2 15 2,100

Comments: The Department
specifically requests comments on (a)
whether the proposed collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information shall have practical utility;
(b) the accuracy of the agency’s estimate
of the burden of the proposed collection
of information; (c) the quality, utility,
and clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology. Consideration will be given
to comments and suggestions submitted
within 60 days of this publication.

Authority: 8 U.S.C.1522(a)(7).

Mary C. Jones,

ACF/OPRE Certifying Officer.

[FR Doc. 2025-22021 Filed 12—4-25; 8:45 am]
BILLING CODE 4184-89-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2007—-D-0369]
Product-Specific Guidances; Draft and

Revised Draft Guidances for Industry;
Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA, Agency, or we) is
announcing the availability of
additional draft and revised draft

product-specific guidances. The draft
guidances provide product-specific
recommendations on, among other
things, the design of bioequivalence
(BE) studies to support abbreviated new
drug applications (ANDAs). In the
Federal Register of June 11, 2010, FDA
announced the availability of a guidance
for industry entitled “Bioequivalence
Recommendations for Specific
Products” that explained the process
that would be used to make product-
specific guidances available to the
public on FDA’s website. The draft
guidances identified in this notice were
developed using the process described
in that guidance.

DATES: Submit either electronic or
written comments on the draft guidance
by February 3, 2026 to ensure that the
Agency considers your comment on this
draft guidance before it begins work on
the final version of the guidance.

ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such

as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.
¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see “Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand Delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

¢ For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2007-D—-0369 for “Product-Specific
Guidances; Draft and Revised Draft
Guidances for Industry.” Received
comments will be placed in the docket
and, except for those submitted as
“Confidential Submissions,” publicly
viewable at https://www.regulations.gov
or at the Dockets Management Staff
between 9 a.m. and 4 p.m., Monday
through Friday, 240-402-7500.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
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