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obtain copies of the proposed collection
of information by emailing
infocollection@acf.hhs.gov. Identify all
emailed requests by the title of the
information collection.

SUPPLEMENTARY INFORMATION:

Description: The ACF OGM is
proposing the continued collection of
program performance data for ACF’s
discretionary grantees using the existing
ACF-OGM-SF-PPR-B (OMB #0970-
0406, expiration 1/31/2026). OMB
grants policy requires recipients to
report on performance. Specific

citations are contained in 2 CFR part
200 Uniform Administrative
Requirements, Cost Principles, and
Audit Requirements for Federal Awards.
ACF requests to extend approval of
the form with minor changes proposed
to reduce respondent burden.
Specifically, ACF proposes to remove
four of the questions on the form. The
remaining questions align directly with
the requirements in 2 CFR 200.231. The
form, developed by OGM, was created
from the basic template of the OMB-
approved reporting format of the
Program Performance Report. OGM uses

ANNUAL BURDEN ESTIMATES

this data to ensure recipients are
proceeding in a satisfactory manner in
meeting the approved goals and
objectives of the project, and to decide
if funding should be continued for
another budget period.

Respondents: ACF discretionary
grantees. State governments, Native
American Tribal governments, Native
American Tribal Organizations, Local
Governments, Universities, and
Nonprofits with or without 501(c)(3)
status with the Internal Revenue Service
(IRS).

Total Annual number %\ﬁ&ae%e Annual

Instrument number of of responses hours per burden

respondents per respondent responpse hours

ACF—OGM—SF-PPR-B ....ioi e 2,000 2 .33 1,320

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 30 days of this publication.

Authority: 2 CFR part 200.

Mary C. Jones,

ACF/OPRE Certifying Officer.

[FR Doc. 2026—02323 Filed 2—-5-26; 8:45 am]
BILLING CODE 4184-01-P

Families, U.S. Department of Health and
Human Services.

ACTION: Request for public comments.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

[Office of Management and Budget #0970—
0036]

Submission for Office of Management
and Budget Review; ORR-6
Performance Report

AGENCY: Office of Refugee Resettlement,
Administration for Children and

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 removed parts of the
instructions that are no longer relevant
due to expired program funding and
clarify existing instructions. Revisions
also include removal of data points from
the Annual Service Plan to further
reduce burden on respondents.

DATES: Comments due March 9, 2026.

ADDRESSES: The public may view and
comment on this information collection
request at: https://www.reginfo.gov/
public/do/PRAViewICR?ref
nbr=202602-0970-001. You can also
obtain copies of the proposed collection
of information by emailing
infocollection@acf.hhs.gov. Identify all
emailed 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 measures
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 form
under the Paperwork Reduction Act
(PRA). ORR proposes to extend OMB
approval for the ORR—6 with minor
changes to the instructions and
reduction of reporting burden through
removal of data points from the Annual
Service Plan. ORR staff and ORR
funding recipients will benefit from
accurate and clear instructions that
support current reporting requirements.

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

Annual Burden Estimates: ACF
estimates the proposed changes reduce
response burden from 15 to 13 hours.
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Annual
Total Average
Instrument number of humber of burden hours Annual
respondents rerseg%r;snedseﬁter per response | Purden hours
ORR—6 Performance REePOIt .........cooiiiiiiiiiiiiiee ettt 70 2 13 1,820

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

Mary C. Jones,

ACF/OPRE Certifying Officer.

[FR Doc. 2026—02315 Filed 2—-5-26; 8:45 am]
BILLING CODE 4184-89-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2026—-D-0207]

E22 General Considerations for Patient
Preference Studies; International

Council for Harmonisation; Draft
Guidance 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 a draft
guidance for industry entitled “E22
General Considerations for Patient
Preference Studies.” The draft guidance
was prepared under the auspices of the
International Council for Harmonisation
of Technical Requirements for
Pharmaceuticals for Human Use (ICH).
When finalized, this guidance will
provide general principles for the use,
design, conduct, analysis, and
submission of patient preference studies
(PPS) aimed at informing drug
development, regulatory submission
and evaluation, drug approvals, and
maintenance of such approvals.

DATES: Submit either electronic or
written comments on the draft guidance
by April 7, 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:

o 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.

o 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—
2026-D-0207 for “E22 General
Considerations for Patient Preference
Studies.” 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
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in

its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “confidential” will not be disclosed
except in accordance with 21 CFR 10.20
and other applicable disclosure law. For
more information about FDA’s posting
of comments to public dockets, see 80
FR 56469, September 18, 2015, or access
the information at: https://
www.govinfo.gov/content/pkg/FR-2015-
09-18/pdf/2015-23389.pdyf.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to https://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852, 240-402-7500.

You may submit comments on any
guidance at any time (see 21 CFR
10.115(g)(5)). Submit written requests
for single copies of this guidance to the
Division of Drug Information, Center for
Drug Evaluation and Research, Food
and Drug Administration, 10001 New
Hampshire Ave., Hillandale Building,
4th Floor, Silver Spring, MD 20993—
0002. Send one self-addressed adhesive
label to assist that office in processing
your requests. See the SUPPLEMENTARY
INFORMATION section for electronic
access to the guidance document.

FOR FURTHER INFORMATION CONTACT:

Regarding the guidance: Ethan
Gabbour, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 51, Silver Spring, MD
20993-0002, Ethan.Gabbour@
fda.hhs.gov; or Phillip Kurs, Center for
Biologics Evaluation and Research,
Food and Drug Administration, 240—
402-7911.

Regarding the ICH: Brooke Dal Santo,
Center for Drug Evaluation and
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