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of the three applications listed in Table
1 of this document.

TABLE 1—APPROVED ANDAS FOR WHICH REQUIRED REPORTS HAVE NOT BEEN SUBMITTED

Application No.

Drug

Applicant

ANDA 060453

ANDA 074748

100 mg.
ANDA 074808

Bacitracin-neomycin sulfate-polymyxin B sulfate ointment
with diperodon hydrochloride.
Captopril tablet, 12.5 milligrams (mg), 25 mg, 50 mg, and

Piroxicam capsule, 10 mg and 20 mg

gary.
Do.

Ambix Laboratories, 55 West End Rd., Totowa, NJ 07512.

Egis Pharmaceuticals Ltd., 1475 Budapest 10 Pf. 100 Hun-

FDA finds that the holders of the
ANDAs listed in Table 1 have
repeatedly failed to submit reports
required by §§314.81 and 314.98. In
addition, under § 314.200, FDA finds
that the holders of the ANDAs have
waived the opportunity for a hearing
and any contentions concerning the
legal status of the drug products.
Therefore, based on these findings and
pursuant to the authority under section
505(e) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(e)),
approval of the ANDAs listed in Table
1 and all amendments and supplements
thereto, is hereby withdrawn as of April
24, 2026.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026-08020 Filed 4—-23-26; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Proposed Collection: Public
Comment Request; Information
Collection Request Title: Data
Collection Tool for State Offices of
Rural Health Program, OMB No. 0915—
0322—Revision

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 May 26, 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 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:
Data Collection Tool for State Offices of
Rural Health Program, OMB No. 0915—
0322—Revision.

Abstract: HRSA is requesting OMB
approval to continue use of a Technical
Assistance (TA) Data Form (Technical
Assistance Report) for the State Offices
of Rural Health (SORH) program
established by section 338] of the Public
Health Service Act (42 U.S.C. 254r1). In
its authorizing language (sec. 711 of the
Social Security Act [42 U.S.C. 912]),
Congress charged HRSA'’s Federal Office
of Rural Health Policy with
administering grants, cooperative
agreements, and contracts to provide TA
and other activities as necessary to
support activities related to improving
health care in rural areas. The mission
of FORHP is to sustain and improve
access to quality health care services for
rural communities. This electronic form
is used to collect information from
SORH grantees on the amount of direct
TA they provide to clients within their
state.

A 60-day notice published in the
Federal Register on January 29, 2026,

vol. 91, No. 19; pp. 3897—-3898. There
were no public comments.

Need and Proposed Use of the
Information: FORHP seeks to continue
gathering information from grantees on
their efforts to provide TA to clients
within their states. SORH grantees
submit a TA Report that includes: (1)
the total number of TA encounters
provided directly by the grantee; and,
(2) the total number of unduplicated
clients that received direct TA from the
grantee. These measures will continue
in these three categories: (1) information
disseminated, (2) information created,
and (3) collaborative efforts by (a) topic
area and (b) type of audience.

After the 60-day FRN comment
period, FORHP made minor revisions to
the form to align with administration
priorities. FORHP proposes the
following minor revisions: removal of
“Type of audience collaborated with”
section, an edit to response categories
under “Topic area collaborations”
section, and adding two responses
under the “Types of Clients that
Received TA” to capture the number of
new and returning organizations
receiving TA during the reporting
period. These measures are used to
obtain an accurate depiction of the
breadth of SORH work, based on
recommendations from the grantees.

Submission of the TA Report is
submitted via FORHP’s Data Collection
Platform no later than 60 days after the
end of each 12-month budget period.
Grant dollars are awarded annually;
therefore, this information is needed
annually by the program in order to
measure effective use of grant dollars
consistently among all the grantees.

Likely Respondents: Fifty SORH
award recipients.

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


http://www.reginfo.gov/public/do/PRAMain
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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.

TOTAL ESTIMATED ANNUALIZED BURDEN HOURS

Average
Number of
Number of Total burden per Total burden
Instrument name respondents reripsor;izseﬁf r responses response hours
P (in hours)
Technical Assistance Report .........ccccoevciiiiiiiiiiiiiiee 50 1 50 13.5 675
TOAl e 50 | o 50 | oo 675

HRSA specifically requests comments
on (1) the necessity and utility of the
proposed information collection for the
proper performance of the agency’s
functions; (2) the accuracy of the
estimated burden; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4) the
use of automated collection techniques
or other forms of information
technology to minimize the information
collection burden.

Maria G. Button,

Director, Executive Secretariat.

[FR Doc. 2026—08094 Filed 4—23-26; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

[Document Identifier: 0S-0945-0008]

Agency Information Collection
Request; 30-Day Public Comment
Request

AGENCY: Office of the Secretary, Office
for Civil Rights, HHS.
ACTION: Notice.

SUMMARY: In compliance with the
requirement of the Paperwork
Reduction Act of 1995, the Office of the
Secretary (OS), Office for Civil Rights
(OCR), Department of Health and
Human Services (HHS), announces that
it has submitted the following
Information Collection Request (ICR) to
the Office of Management and Budget
(OMB) for review and approval. The
proposed information collection is
summarized below and describes the
nature of the information collection and
its expected burden. Public comments
on the ICR are invited. OMB will accept
comments from the public during this
review and approval period.

DATES: Comments on the ICR must be
received on or before May 26, 2026.
ADDRESSES: Comments for the proposed
information collection should be
submitted electronically to the Office of

Information and Regulatory Affairs
(OIRA), OMB, via https://
www.reginfo.gov/public/do/PRAMain
within 30 days of publication of this
notice. You can find this particular
information collection by selecting
“Currently under Review—Open for
Public Comments” or by using the
search function.

FOR FURTHER INFORMATION CONTACT: You
can see copies of supporting material for
the proposed collection summarized in
this notice by using the RegInfo.Gov
search function under “Information
Collection Review’” and using either the
“IC List” tab or “View Supporting
Statement and Other Documents.”

You may also request copies of the
supporting material by emailing Harold
Henderson at
OCRassuranceofcomplianceform@
hhs.gov or by regular mail at:
Department of Health and Human
Services, Office of the Secretary/Office
for Civil Rights, Harold Henderson,
Strategic Planning Division Paperwork
Reduction Act Official, Office for Civil
Rights, Office: (202) 868—9407, 200
Independence Avenue, SW,
Washington, DC 20201.

Please include the document
identifier OS—-0945-0008 and project
title for reference.

SUPPLEMENTARY INFORMATION: Under the
Paperwork Reduction Act of 1995, 44
U.S.C. 3501-3521, federal agencies must
obtain approval from OMB for each
collection of information they conduct
or sponsor. The revised information
collection described below has been
submitted to OMB for review.

Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects:

(1) the necessity and utility of the
proposed information collection for the
proper performance of the agency’s
functions;

(2) the accuracy of the estimated
burden;

(3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and

(4) the use of automated collection
techniques or other forms of information
technology to minimize the information
collection burden.

Title of the Collection: Assurance of
Compliance, Form HHS-690.

Type of Collection: Revision of a
currently approved collection.

OMB Control Number: 0945-0008.

Abstract: This Information Collection
Request is to revise a previously
approved collection 0945-0008 that will
expire on April 30, 2026, titled:
Assurance of Compliance, Form HHS—
690.

One method the Federal Government
uses to ensure civil rights compliance is
to require covered entities to submit
written assurances of compliance when
applying for and receiving financial
assistance. The assurances ensure
covered entities are aware of their
obligations under civil rights laws,
conscience, and religious
nondiscrimination laws enforced by
OCR and certify that they will comply
with them. A recipient’s assurance and
certification can provide an
independent contractual basis for
enforcement of nondiscrimination
requirements and can also give rise to a
False Claims Act violation.

The proposed revisions:

1. modify the parenthetical
definitions of sex for Title IX and
Section 1557 to hew closely to the
statutory text. This revision also
conforms to E.O. 14168 on “Defending
Women from Gender Ideology
Extremism and Restoring Biological
Truth to the Federal Government”” and
the court order in Texas v. Becerra, No.
6:24—-CV-211-JDK, 2024 WL 4490621, at
*2 (E.D. Tex. Aug. 30, 2024) (staying
nationwide the Section 1557 Final Rule
definition of sex discrimination as
including “sex characteristics, including
intersex traits”’; ‘“‘pregnancy or related
conditions”’; “sexual orientation’’;
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