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2. Medicaid and CHIP 

Based on CMS and state statistics, we 
estimate that approximately 30,000 
(9,000 newly enrolling + 21,000 
revalidating) Medicaid and CHIP 
institutional providers will be subject to 
an application fee in CY 2026. Using 
this figure, we project an increase in the 
cost of the Medicaid and CHIP 
application fee requirement in CY 2026 
of $600,000 (or 30,000 × $20 (or $750 
minus $730)) from our CY 2025 
projections. 

3. Total 

Based on the foregoing, we estimate 
the total increase in the cost of the 
application fee requirement for 
Medicare, Medicaid, and CHIP 
providers and suppliers in CY 2026 to 
be $1,527,620 ($927,620 + $600,000) 
from our CY 2025 projections. 

The RFA requires agencies to analyze 
options for regulatory relief of small 
businesses. For purposes of the RFA, 
small entities include small businesses, 
nonprofit organizations, and small 
governmental jurisdictions. Most 
hospitals and most other providers and 
suppliers are small entities, either by 
nonprofit status or by having revenues 
of less than $9 million to $47 million in 
any 1 year. Individuals and states are 
not included in the definition of a small 
entity. As we stated in the RIA for the 
February 2, 2011, final rule (76 FR 
5952), we do not believe that the 
application fee will have a significant 
impact on small entities. 

In addition, section 1102(b) of the Act 
requires us to prepare a regulatory 
impact analysis if a rule may have a 
significant impact on the operations of 
a substantial number of small rural 
hospitals. This analysis must conform to 
the provisions of section 604 of the 
RFA. For purposes of section 1102(b) of 
the Act, we define a small rural hospital 
as a hospital that is located outside of 
a Metropolitan Statistical Area for 
Medicare payment regulations and has 
fewer than 100 beds. We are not 
preparing an analysis for section 1102(b) 
of the Act because we have determined, 
and the Secretary certifies, that this 
notice would not have a significant 
impact on the operations of a substantial 
number of small rural hospitals. 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
also requires that agencies assess 
anticipated costs and benefits before 

issuing any rule whose mandates 
require spending in any 1 year of $100 
million in 1995 dollars, updated 
annually for inflation. In 2025, that 
threshold was approximately $187 
million. The Agency has determined 
that there will be minimal impact from 
the costs of this notice, as the threshold 
is not met under the UMRA. 

Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
requirement costs on state and local 
governments, preempts state law, or 
otherwise has federalism implications. 
Since this notice does not impose 
substantial direct costs on state or local 
governments, the requirements of 
Executive Order 13132 are not 
applicable. 

In accordance with the provisions of 
Executive Order 12866, this notice was 
reviewed by the Office of Management 
and Budget. 

The Administrator of the Centers for 
Medicare & Medicaid Services (CMS), 
Dr. Mehmet Oz, having reviewed and 
approved this document, authorizes 
Trenesha Fultz-Mimms, who is the 
Federal Register Liaison, to 
electronically sign this document for 
purposes of publication in the Federal 
Register. 

Trenesha Fultz-Mimms, 
Federal Register Liaison, Centers for Medicare 
& Medicaid Services. 
[FR Doc. 2025–21877 Filed 12–2–25; 8:45 am] 

BILLING CODE 4120–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

[OMB #: 0970–0406] 

Proposed Information Collection 
Activity; ACF Performance Progress 
Report, ACF–OGM–SF–PPR–B 

AGENCY: Office of Grants Management, 
Administration for Children and 
Families, U.S. Department of Health and 
Human Services. 
ACTION: Request for public comments. 

SUMMARY: The Office of Grants 
Management (OGM), in the 
Administration for Children and 
Families (ACF) is requesting a 3-year 

extension of the form ACF–OGM–SF– 
PPR–B (Office of Management and 
Budget (OMB) #0970–0406, expiration 
1/31/2026). There are minor changes 
proposed to this form to align with the 
requirements in 2 CFR 200.329 and 
reduce recipient burden by reducing the 
number of questions on the form. 
Additionally, the number of 
respondents has been reduced based on 
program office feedback. 
DATES: Comments due February 2, 2026. 
ADDRESSES: In compliance with the 
requirements of the Paperwork 
Reduction Act 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 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 
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). 
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ANNUAL BURDEN ESTIMATES 

Instrument Total number 
of respondents 

Annual 
number of 

responses per 
respondent 

Average 
burden hours 
per response 

Annual burden 
hours 

ACF–OGM–SF–PPR–B ................................................................................... 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 60 days of this publication. 

Authority: 2 CFR part 200. 

Mary C. Jones, 
ACF/OPRE Certifying Officer. 
[FR Doc. 2025–21789 Filed 12–2–25; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2023–D–2439] 

QTc Information in Human Prescription 
Drug and Biological Product Labeling; 
Guidance for Industry; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of availability. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the availability of a 
guidance for industry entitled ‘‘QTc 
Information in Human Prescription 
Drug and Biological Product Labeling.’’ 
This guidance is intended to assist 
applicants with incorporating heart rate- 
corrected QT (QTc) interval 
prolongation-related information into 
the labeling of non-antiarrhythmic 
human prescription drug and biological 
products. The guidance provides 
recommendations on how and where to 
appropriately include the clinically 
relevant information on QTc interval 
prolongation in the labeling, in 
accordance with regulatory 
requirements for the content and format 

of human prescription drug labeling. 
This guidance finalizes the draft 
guidance of the same title issued on 
August 8, 2023. 
DATES: The announcement of the 
guidance is published in the Federal 
Register on December 3, 2025. 
ADDRESSES: You may submit either 
electronic or written comments on 
Agency guidances at any time as 
follows: 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• 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: 

• 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– 
2023–D–2439 for ‘‘QTc Information in 
Human Prescription Drug and Biological 
Product Labeling.’’ 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.pdf. 

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. 
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