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the IM is to inform beneficiaries and 
enrollees of their rights as hospital 
inpatients and how to request a 
discharge appeal by a Quality 
Improvement Organization (QIO) and 
how to file a request. Consistent with 42 
CFR 405.1205 for Original Medicare and 
422.620 for Medicare health plans, 
hospitals must provide the initial IM 
within 2 calendar days of admission. A 
follow-up copy of the signed IM is given 
no more than 2 calendar days before 
discharge. The follow-up copy is not 
required if the first IM is provided 
within 2 calendar days of discharge. 
Form Number: CMS–10065/10066 
(OMB control number: 0938–1019); 
Frequency: Yearly; Affected Public: 
Private Sector, Business or other for 
profits, Not for profit institutions; 
Number of Respondents: 25,397,156; 
Total Annual Responses: 25,397,156; 
Total Annual Hours: 4,313,823. (For 
policy questions regarding this 
collection contact: Katherine Hosna at 
410–786–4993 or KatherineHosna@
cms.hhs.gov). 

2. Type of Information Collection 
Request: Reinstatement without change 
of a previously approved collection; 
Title of Information Collection: 
Marketplace Operations; Use: On June 
19, 2013, HHS published the proposed 
rule CMS–9957–P: Program Integrity: 
Exchanges, SHOP, Premium 
Stabilization Programs, and Market 
Standards (78 FR 37302) (Program 
Integrity Proposed Rule). Among other 
things, the Program Integrity Proposed 
Rule sets forth financial integrity 
provisions and protections against fraud 
and abuse. On January 30, 2013, CMS 
published Eligibility Appeals and Other 
Provisions Related to Eligibility and 
Enrollment for Exchanges under the 
Affordable Care Act (CMS–2334–P) 
(E&E II Proposed Rule). On August 30, 
2013, HHS published the final rule 
CMS–9957–F: Program Integrity: 
Exchanges, SHOP, Eligibility Appeals 
(Program Integrity Final Rule), finalizing 
a number of the provisions from the 
Program Integrity and E&E II Proposed 
Rules. The third-party disclosure 
requirements and data collections in the 
Program Integrity Final Rule support the 
oversight of qualified health plan (QHP) 
issuers in Federally-facilitated 
Exchanges (FFEs) and other provisions. 
Form Number: CMS–10637 (OMB 
control number 0938–1353); Frequency: 
Annually; Affected Public: State, Local 
or Tribal Governments; Private Sector— 
Business or other for-profits and Not- 
for-profits Institutions; Number of 
Respondents: 503; Number of 
Responses: 503; Total Annual Hours: 
2,325,320. (For questions regarding this 

collection, contact Nikolas Berkobien at 
667–290–9903). 

3. Type of Information Collection 
Request: Reinstatement without change 
of a previously approved collection; 
Title of Information Collection: 
Affordable Care Act Internal Claims and 
Appeals and External Review 
Procedures for Non-grandfathered 
Group Health Plans and Issuers and 
Individual Market Issuers; Use: PHS Act 
section 2719 and paragraph (b)(2)(i) of 
the Appeals regulation provide that 
group health plans and health insurance 
issuers offering group health insurance 
coverage must comply with the internal 
claims and appeals processes set forth 
in 29 CFR 2560.503–1 of the Department 
of Labor (DOL) claims procedure 
regulation, and update such processes 
in accordance with standards 
established by the Secretary of Labor in 
paragraph (b)(2)(ii) of the regulation. 
Paragraph (b)(3)(i) requires issuers 
offering coverage in the individual 
health insurance market to also comply 
with the DOL claims procedure 
regulation as updated by the Secretary 
of Health and Human Services (HHS) in 
paragraph (b)(3)(ii) of the Appeals 
regulation for their internal claims and 
appeals processes. 

The information collection 
requirements included in the DOL 
claims procedure regulation and the 
Appeals regulation ensure that 
claimants receive clear and adequate 
information regarding the plan’s claims 
procedures and the plan’s handling of 
specific benefit claims. This 
transparency enables claimants to 
understand plan procedures and 
decisions, allowing them to effectively 
request benefits and appeal denied 
claims when necessary. The information 
collected in connection with the HHS- 
administered federal external review 
process is collected by HHS and is used 
to provide claimants with an 
independent external review, ensuring a 
fair and impartial assessment of denied 
health benefit claims. Form Number: 
CMS–10338 (OMB control number: 
0938–1099); Frequency: Occasionally; 
Affected Public: Private Sector (Business 
or other for-profit and Not-for-profit 
institutions); Number of Respondents: 
91,355; Total Annual Responses: 
375,202; Total Annual Hours: 861,785. 
(For policy questions regarding this 
collection contact Daniel Kidane at 
Daniel.Kidane@cms.hhs.gov.) 

William N. Parham, III, 
Director, Division of Information Collections 
and Regulatory Impacts, Office of Strategic 
Operations and Regulatory Affairs. 
[FR Doc. 2025–22482 Filed 12–10–25; 8:45 am] 

BILLING CODE 4120–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2025–N–6743] 

Food and Drug Administration Expert 
Panel on Testosterone Replacement 
Therapy for Men; Request for 
Information 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice; request for information. 

SUMMARY: The Food and Drug 
Administration (FDA, the Agency, or 
we) is announcing a request for 
information from interested parties and 
the public to share their perspectives 
with FDA on testosterone replacement 
therapy for men. The Agency intends to 
use the information submitted to help 
inform considerations related to 
testosterone therapy for men. 
DATES: Either electronic or written 
comments on the notice must be 
submitted by February 9, 2026. 
ADDRESSES: You may submit comments 
as follows. Please note that late, 
untimely filed comments will not be 
considered. The https://
www.regulations.gov electronic filing 
system will accept comments until 
11:59 p.m. Eastern Time at the end of 
February 9, 2026. Comments received 
by mail/hand delivery/courier (for 
written/paper submissions) will be 
considered timely if they are received 
on or before that date. 

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 
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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– 
2025–N–6743 for ‘‘Food and Drug 
Administration Expert Panel on 
Testosterone Replacement Therapy for 
Men; Request for Information.’’ 
Received comments, those filed in a 
timely manner (see ADDRESSES), 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. 
FOR FURTHER INFORMATION CONTACT: 
Renu Lal, Division of Drug Information, 
Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 240–753–3395, 
druginfo@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

FDA plans to hold an Expert Panel on 
December 10, 2025, on Testosterone 
Replacement Therapy (TRT) for Men 
(the panel). The purpose of the panel is 
to allow individual panel members to 
share their perspectives on TRT. 

During the meeting, FDA anticipates 
that the panel members may discuss a 
range of topics related to the risks and 
benefits of male hormone therapy. The 
panel may include discussion of myths 
surrounding testosterone, and its 
perception as a lifestyle medication. 
FDA anticipates that panel members 
may review data regarding trends in 
average testosterone levels in men over 
recent decades, the potential causes, 
preventive strategies, and a variety of 
other related issues. 

Patient safety remains FDA’s top 
priority, and any potential new 
indications will be based on rigorous 
scientific evidence and comprehensive 
risk-benefit analysis. The panel 
members may discuss safety concerns 
including, but not limited to, 
cardiovascular risks, prostate health, 
fertility impairment, and potential for 
abuse. 

This multi-stakeholder panel will 
include healthcare professionals, 
researchers, industry representatives, 
and military health experts to ensure 
comprehensive perspectives. FDA 
recognizes the unique needs of different 
populations, including military 
personnel facing specific occupational 
health challenges. Evidence-based 
protocols that healthcare providers can 
confidently implement were discussed 
by the panel. Any potential updates to 
testosterone labeling, including 
revisions to approved indications, will 
undergo the FDA’s standard rigorous 
review process. FDA will continue 
robust oversight of both prescription 

testosterone therapies and over-the- 
counter supplements. 

II. Purpose of Request for Information 

This request for information provides 
an opportunity for interested parties and 
the public—including commercial drug 
developers, health care providers, 
consumers, and other relevant groups— 
to share their perspectives with FDA on 
the indications, dosing, route of 
administration, duration of treatment, 
and goals of treatment. Specifically, 
FDA is interested in perspectives on the 
scientific, regulatory, and practical 
considerations that shape testosterone 
use. 

III. Questions for Consideration 

We seek input on the questions 
presented below. While the questions 
are aimed at gathering information most 
pertinent to the administration of TRT 
for men, we welcome any additional 
data and information regarding the real- 
world prescribing patterns and clinical 
uses for TRT that may improve our 
understanding and advance our public 
health mission. To help FDA review 
comments efficiently, please identify 
the question to which you are 
responding by its associated category 
and number. If you are responding to 
more than one question, please identify 
each question to which you are 
responding, and categorize each 
response by question. 

A. General 

1. What are the potential impacts of 
TRT on: cardiovascular and 
thromboembolic disease, genitourinary 
systems, musculoskeletal health, frailty, 
and depression? 

2. How do the risks and benefits of 
TRT differ based on timing of hormone 
initiation, age of initiation of treatment, 
duration of use, formulation (type of 
testosterone replacement used), dose, 
and route of administration? 

3. What are the biggest opportunities 
to improve education of providers and 
patients concerning the prescription of 
TRT? 

4. How could interested parties— 
including, but not limited to, drug 
developers, health care providers, 
patients, consumers, and retailers— 
work together to further identify 
therapeutic uses of TRT and generate 
evidence supporting the safety and 
efficacy of these uses? 

B. Scientific Considerations 

1. FDA seeks input on definitions and 
diagnostic thresholds for age-related 
androgen deficiency. 

2. FDA seeks input on research 
priorities that could enhance the 
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scientific understanding of TRT for 
men, including areas where additional 
evidence or data generation may be 
most valuable. 

3. What scientific barriers might limit 
progress in increasing the availability of 
TRT? 

4. What additional scientific tools, 
technologies, or data sources could 
support the availability of TRT? 

5. Are there specific diseases or 
conditions that have not, traditionally, 
been treated with TRT for which 
testosterone could be safely and 
effectively used and which are currently 
not indicated in FDA-approved product 
labeling? If so, please provide the data 
or evidence supporting these potential 
uses. 
(Authority: 21 U.S.C. 355.) 

Lowell M. Zeta, 
Acting Deputy Commissioner for Policy, 
Legislation, and International Affairs. 
[FR Doc. 2025–22466 Filed 12–10–25; 8:45 am] 

BILLING CODE 4164–01–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; Transition 
to Independence. 

Date: January 15, 2026. 
Time: 10:00 a.m. to 6:00 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: Delia Tang, MD, Scientific 

Review Officer, Resources and Training 
Review Branch, Division of Extramural 
Activities, National Cancer Institute, 9609 
Medical Center Drive, Room 7W602, MSC 
9750, Bethesda, MD 20892, 240–276–6456, 
tangd@mail.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 8, 2025. 
Sterlyn H. Gibson, 
Program Specialist, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2025–22521 Filed 12–10–25; 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; NIH 
Pathway to Independence Award (Parent 
K99/R00-Independent Clinical Trial Not 
Allowed). 

Date: January 28, 2026. 
Time: 9:30 a.m. to 6:00 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: Hailey P. Weerts, Ph.D., 

Scientific Review Officer, BG 5601 Fishers 
Lane Room 3G74, 5601 Fishers Lane, 
Rockville, MD 20852, (240) 669–5931, 
hailey.weerts@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 8, 2025. 
Sterlyn H. Gibson, 
Program Specialist, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2025–22494 Filed 12–10–25; 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: Digestive, Kidney and 
Urological Systems Integrated Review Group; 
Hepatobiliary Pathophysiology Study 
Section. 

Date: January 8–9, 2026. 
Time: 9:00 a.m. to 5:30 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: Jianxin Hu, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 2156, 
Bethesda, MD 20892, 301–827–4417, 
jianxinh@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 8, 2025. 
Sterlyn H. Gibson, 
Program Specialist, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2025–22523 Filed 12–10–25; 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 
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