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participants’ experiences receiving 
services. 

• Makes minor wording changes to 
the data collection materials to comply 
with the recent Executive Orders. These 
edits were added to the request after the 
first public comment period, which was 
published in the Federal Register notice 
on December 31, 2024 (89 FR 107145). 

• Continues approval of all other 
information collections approved under 
this OMB control number (Currently 

approved instruments available here: 
https://www.reginfo.gov/public/do/ 
PRAICList?ref_nbr=202302-0970-003). 

Overall, this request includes 
following data collection activities: (1) 
site visits with grantees, (2) individual 
interviews and focus groups with 
participants enrolled in RPG services, 
(3) a web-based survey about 
sustainability planning, (4) enrollment 
and services data provided by grantees, 

and (5) outcomes and impacts data 
provided by grantees. 

Respondents: Respondents include 
grantee staff or contractors (such as local 
evaluators) and partner staff from the 18 
RPG7 grantees, and 64 adult 
participants enrolled in RPG services. 
Specific types of respondents and the 
expected number per data collection 
effort are noted in the burden table 
below. 

ANNUAL BURDEN ESTIMATES 

Data collection activity Total number 
of respondents 

Number of 
responses per 

respondent 
(each year) 

Average burden 
hours 

per response 
(in hours) 

Total annual 
burden hours 

Site Visit and Key Informant Data Collection 

Program director individual interview .................................................... 18 0.33 2 12 
Program manager/supervisor individual interviews ............................... 18 0.33 1 6 
Frontline staff interviews ........................................................................ 36 0.33 1 12 
Partner representative interviews .......................................................... 54 0.33 1 18 
Individual interviews with participants enrolled in RPG services .......... 16 0.33 2 11 
Focus groups with participants enrolled in RPG services ..................... 48 0.33 1.5 24 
Sustainability survey .............................................................................. 126 0.33 0.33 14 

Enrollment, client, and service data 

Case enrollment data ............................................................................ 54 33 0.25 446 
Case closure .......................................................................................... 54 33 0.02 36 
Case closure–prenatal ........................................................................... 18 10 0.02 4 
Service log entries ................................................................................. 108 1,560 0.03 5,054 

Outcome and impact data 

Administrative Data 

Obtain access to administrative data a .................................................. 9 0.33 220 330 
Report administrative data ..................................................................... 18 2 81 2,916 

Standardized instruments 

Enter data into local database a ............................................................. 18 100 1.25 1,125 
Review records and submit ................................................................... 18 2 25 900 
Data entry for comparison study sites (14 sites) a ................................ 14 100 1.25 875 

Estimated Totals ............................................................................. .......................... ............................ .......................... 11,783 

a Data are used for site-level evaluations conducted by the grantees. To account for added data preparation steps needed to share data with 
the cross-site evaluation, burden hour estimates assume that only half of this burden is part of the cross-site evaluation. 

Authority: The Child and Family 
Services Improvement Act of 2006 (Pub. 
L. 109–288) created the competitive 
RPG program. The September 30, 2011, 
passage of the Child and Family 
Services Improvement and Innovation 
Act (Pub. L. 112–34) extended funding 
for the RPG program from federal fiscal 
year (FFY) 2012 to FFY 2016. In 2018, 
the President signed the Bipartisan 
Budget Act of 2018 (Pub. L. 115–123) 
into law, reauthorizing the RPG program 
through FFY 2021 and adding a focus 
on opioid abuse. In 2025, the RPG 

program was reauthorized through FFY 
2029 (Pub. L. 118–258). 

Mary C. Jones, 
ACF/OPRE Certifying Officer. 
[FR Doc. 2025–10835 Filed 6–12–25; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2025–N–0008] 

Request for Nominations for 
Individuals and Consumer 
Organizations for Advisory 
Committees 

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

SUMMARY: The Food and Drug 
Administration (FDA or the Agency) is 
requesting that any consumer 
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organizations interested in participating 
in the selection of voting and/or 
nonvoting consumer representatives to 
serve on its advisory committees or 
panels notify FDA in writing. FDA is 
also requesting nominations for voting 
and/or nonvoting consumer 
representatives to serve on advisory 
committees and/or panels for which 
vacancies currently exist or are expected 
to occur in the near future. Nominees 
recommended to serve as a voting or 
nonvoting consumer representative may 
be self-nominated or may be nominated 
by a consumer organization. FDA seeks 
to include the views of individuals on 
its advisory committee selected without 
regard to race, color, national origin, 
religion, age, or sex. 
DATES: Any consumer organization 
interested in participating in the 
selection of an appropriate voting or 
nonvoting member to represent 
consumer interests on an FDA advisory 
committee or panel may send a letter or 

email stating that interest to FDA (see 
ADDRESSES) by July 28, 2025, for 
vacancies listed in this notice. 
Concurrently, nomination materials for 
prospective candidates should be sent to 
FDA (see ADDRESSES) by July 28, 2025. 
Nominations will be accepted for 
current vacancies and for those that will 
or may occur through December 31, 
2025. 

ADDRESSES: All statements of interest 
from consumer organizations interested 
in participating in the selection process 
should be submitted electronically to 
ACOMSSubmissions@fda.hhs.gov or by 
mail to Advisory Committee Oversight 
and Management Staff, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 1, Rm. 3220, Silver Spring, 
MD 20993–0002. 

Consumer representative nominations 
should be submitted electronically by 
logging into the FDA Advisory 
Committee Membership Nomination 
Portal: https://www.accessdata.fda.gov/ 

scripts/FACTRSPortal/FACTRS/ 
index.cfm, or by mail to Advisory 
Committee Oversight and Management 
Staff, 10903 New Hampshire Ave., Bldg. 
32, Rm. 5122, Silver Spring, MD 20993– 
0002. Additional information about 
becoming a member of an FDA advisory 
committee can also be obtained by 
visiting FDA’s website at https://
www.fda.gov/AdvisoryCommittees/ 
default.htm. 

FOR FURTHER INFORMATION CONTACT: For 
questions relating to participation in the 
selection process: Kimberly Hamilton, 
Advisory Committee Oversight and 
Management Staff, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 1, Rm. 3220, Silver Spring, 
MD 20993–0002, 301–796–8220, 
kimberly.hamilton@fda.hhs.gov. 

For questions relating to specific 
advisory committees or panels, contact 
the appropriate contact person listed in 
table 1. 

TABLE 1—ADVISORY COMMITTEE CONTACTS 

Contact person Committee/panel 

Rakesh Raghuwanshi, Office of the Chief Scientist, Food and Drug Administra-
tion, 10903 New Hampshire Ave., Bldg. 1, Rm. 3309, Silver Spring, MD 20993– 
0002, 301–796–4769, Rakesh.Raghuwanshi@fda.hhs.gov.

FDA Science Board Advisory Committee. 

Christina Vert, Center for Biologics Evaluation and Research, Food and Drug Ad-
ministration, 10903 New Hampshire Ave., Bldg. 71, Silver Spring, MD 20993– 
0002, 240–402–8054, Christina.Vert@fda.hhs.gov.

Blood Products Advisory Committee. 

Sussan Paydar, Center for Biologics Evaluation and Research, Food and Drug 
Administration, 10903 New Hampshire Ave., Bldg. 71, Silver Spring, MD 
20993–0002, 202–657–8533, Sussan.Paydar@fda.hhs.gov.

Vaccines and Related Biological Products Advisory Committee. 

Joyce Frimpong, Center for Drug Evaluation Research, Food and Drug Adminis-
tration, 10903 New Hampshire Ave., Bldg. 31, Rm. 2438, Silver Spring, MD 
20993–0002, 301–796–7973, Joyce.Frimpong@fda.hhs.gov.

Anesthetic and Analgesic Drug Products Advisory Committee; Obstetrics, Repro-
ductive and Urologic Drugs Advisory Committee; Psychopharmacologic Drugs 
Advisory Committee. 

Michael Gu, Center for Drug Evaluation Research, Food and Drug Administration, 
10903 New Hampshire Ave., Bldg. 31, Rm. 2506, Silver Spring, MD 20993– 
0002, 301–796–2031, Michael.Gu@fda.hhs.gov.

Antimicrobial Drugs Advisory Committee, Drug Safety and Risk Management Ad-
visory Committee; Non-Prescription Drugs Advisory Committee; Oncologic 
Drugs Advisory Committee; Pharmaceutical Science and Clinical Pharma-
cology Drugs Advisory Committee. 

LaToya Bonner, Center for Drug Evaluation and Research, Food and Drug Ad-
ministration, 10903 New Hampshire Ave., Bldg. 31, Rm. 2428, Silver Spring, 
MD 20993–0002, 301–796–2855, LaToya.Bonner@fda.hhs.gov.

Cardiovascular and Renal Drugs Advisory Committee; Dermatologic and Oph-
thalmic Drugs Advisory Committee; Endocrinologic and Metabolic Drugs Advi-
sory Committee. 

Takyiah Stevenson, Center for Drug Evaluation Research, Food and Drug Admin-
istration, 10903 New Hampshire Ave., Bldg. 31, Rm. 2406, Silver Spring, MD 
20993–0002, 240–402–2507, Takyiah.Stevenson@fda.hhs.gov.

Medical Imaging Advisory Committee. 

Jessica Seo, Center for Drug Evaluation and Research, Food and Drug Adminis-
tration, 10903 New Hampshire Ave., Bldg. 31, Rm. 2412, Silver Spring, MD 
20993–0002, 301–796–7699, Jessica.Seo@fda.hhs.gov.

Gastrointestinal Drugs Advisory Committee; Peripheral and Central Nervous Sys-
tem Drugs Advisory Committee. 

Candace Nalls, Center for Devices and Radiological Health, Food and Drug Ad-
ministration, 10903 New Hampshire Ave., Bldg. 66, Rm. 5211, Silver Spring, 
MD 20993–0002, 301–636–0510, Candace.Nalls@fda.hhs.gov.

Anesthesiology and Respiratory Therapy Devices Panel; Clinical Chemistry and 
Clinical Toxicology Devices Panel; Ear, Nose and Throat Devices Panel; Gas-
troenterology-Urology Devices Panel; General and Plastic Surgery Devices 
Panel. 

James Swink, Center for Devices and Radiological Health, Food and Drug Admin-
istration, 10903 New Hampshire Ave., Bldg. 66, Rm. 5211, Silver Spring, MD 
20993–0002, 301–796–6313, James.Swink@fda.hhs.gov.

Hematology and Pathology Devices Panel; Immunology Devices Panel; Medical 
Devices Dispute Resolution Panel; Microbiology Devices Panel; Molecular and 
Clinical Genetics Panel; Radiological Devices Panel. 

Akinola Awojope, Center for Devices and Radiological Health, Food and Drug Ad-
ministration, 10903 New Hampshire Ave., Bldg. 66, Rm. 5216, Silver Spring, 
MD 20993–0002, 301–636–0512, Akinola.Awojope@fda.hhs.gov.

Dental Products Panel; Ophthalmic Devices Panel; Orthopaedic and Rehabilita-
tion Devices Panel. 

SUPPLEMENTARY INFORMATION: FDA is 
requesting nominations for voting and/ 

or nonvoting consumer representatives 
for the vacancies listed in table 2: 
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TABLE 2—COMMITTEE DESCRIPTIONS, TYPE OF CONSUMER REPRESENTATIVE VACANCY, AND APPROXIMATE DATE 
NEEDED 

Committee/panel/areas of expertise needed Type of vacancy Approximate date 
needed 

FDA Science Board Advisory Committee—The Science Board provides advice to the Commissioner of Food and Drugs 
Administration (Commissioner) and other appropriate officials on specific complex scientific and technical issues impor-
tant to FDA and its mission, including emerging issues within the scientific community. Additionally, the Science Board 
provides advice that supports the Agency in keeping pace with technical and scientific developments, including in reg-
ulatory science; and input into the Agency’s research agenda, and on upgrading its scientific and research facilities 
and training opportunities. It also provides, where requested, expert review of Agency-sponsored intramural and extra-
mural scientific research programs.

1—Voting .............. Immediately. 

Blood Products Advisory Committee—Knowledgeable in the fields of clinical and administrative medicine, hematology, 
immunology, blood banking, surgery, internal medicine, biochemistry, engineering, biological and physical sciences, 
biotechnology, computer technology, statistics, epidemiology, sociology/ethics, and other related professions.

1—Voting .............. October 1, 2025. 

Vaccines and Related Biological Products Advisory Committee—Knowledgeable in the fields of immunology, molecular 
biology, rDNA, virology, bacteriology, epidemiology or biostatistics, allergy, preventive medicine, infectious diseases, 
pediatrics, microbiology, and biochemistry.

1—Voting .............. February 1, 2026. 

Anesthetic and Analgesic Drug Products Advisory Committee—Knowledgeable in the fields of anesthesiology, analgesics 
(such as abuse deterrent opioids, novel analgesics, and issues related to opioid abuse), epidemiology or statistics, and 
related specialties.

1—Voting .............. Immediately. 

Obstetrics, Reproductive and Urologic Drugs Advisory Committee—Knowledgeable in the fields of obstetrics, gyne-
cology, urology, pediatrics, epidemiology or statistics, and related specialties.

1—Voting .............. Immediately. 

Psychopharmacologic Drugs Advisory Committee—Knowledgeable in the fields of psychopharmacology, psychiatry, epi-
demiology or statistics, and related specialties.

1—Voting .............. Immediately. 

Antimicrobial Drugs Advisory Committee—Knowledgeable in the fields of infectious disease, internal medicine, microbi-
ology, pediatrics, epidemiology or statistics, and related specialties.

1—Voting .............. Immediately. 

Drug Safety and Risk Management Advisory Committee—Knowledgeable in risk communication, risk management, drug 
safety, medical, behavioral, and biological sciences as they apply to risk management, and drug abuse.

1—Voting .............. Immediately. 

Non-Prescription Drugs Advisory Committee—Knowledgeable in the fields of internal medicine, family practice, clinical 
toxicology, clinical pharmacology, pharmacy, dentistry, and related specialties.

1—Voting .............. Immediately. 

Oncologic Drugs Advisory Committee—Knowledgeable in the fields of general oncology, pediatric oncology, hematologic 
oncology, immunologic oncology, biostatistics, and other related professions.

1—Voting .............. Immediately. 

Pharmaceutical Science and Clinical Pharmacology—Knowledgeable in the fields of pharmaceutical sciences (pharma-
ceutical manufacturing, bioequivalence research, laboratory analytical techniques, pharmaceutical chemistry, 
physiochemistry, biochemistry, molecular biology, immunology, microbiology) and clinical pharmacology (dose-re-
sponse, pharmacokinetics-pharmacodynamics, modeling and simulation, pharmacogenomics, clinical trial design, pedi-
atrics and special populations and innovative methods in drug development), biostatistics, related biomedical and 
pharmacological specialties, current good manufacturing practices, and quality systems implementation.

1—Voting .............. December 1, 2025. 

Cardiovascular and Renal Drugs Advisory Committee—Knowledgeable in the fields of cardiology, hypertension, arrhyth-
mia, angina, congestive heart failure, diuresis, and biostatistics.

1—Voting .............. Immediately. 

Dermatologic and Ophthalmic Drugs Advisory Committee—Knowledgeable in the fields of dermatology, ophthalmology, 
internal medicine, pathology, immunology, epidemiology or statistics, and other related professions.

1—Voting .............. September 1, 2025. 

Endocrinologic and Metabolic Drugs Advisory Committee—Knowledgeable in the fields of endocrinology, metabolism, 
epidemiology or statistics, and related specialties.

1—Voting .............. Immediately. 

Medical Imaging Drugs Advisory Committee—Knowledgeable in the fields of nuclear medicine, radiology, epidemiology, 
statistics, and related specialties.

1—Voting .............. Immediately. 

Peripheral and Central Nervous Systems Drugs Advisory Committee—Knowledgeable in the fields of neurology, 
neuropharmacology, neuropathology, otolaryngology, epidemiology or statistics, and related specialties.

1—Voting .............. Immediately 

Anesthesiology and Respiratory Therapy Devices Panel—Anesthesiologists, pulmonary medicine specialists, or other ex-
perts who have specialized interests in ventilator support, pharmacology, physiology, or the effects and complications 
of anesthesia.

1—Nonvoting ........ Immediately. 

Clinical Chemistry and Clinical Toxicology Devices Panel—Doctor of Medicine or Philosophy with experience in clinical 
chemistry (e.g., cardiac markers), clinical toxicology, clinical pathology, clinical laboratory medicine, and endocrinology.

1—Nonvoting ........ Immediately. 

Ear, Nose and Throat Devices Panel—Otologists, neurotologists, audiologists ..................................................................... 1—Nonvoting ........ Immediately. 
General and Plastic Surgery Devices Panel—Surgeons (general, plastic, reconstructive, pediatric, thoracic, abdominal, 

pelvic, and endoscopic); dermatologists; experts in biomaterials, lasers, wound healing, and quality of life; and biostat-
isticians.

1—Nonvoting ........ Immediately. 

Hematology and Pathology Devices Panel—Hematologists (benign and/or malignant hematology), hematopathologists 
(general and special hematology, coagulation and homeostasis, and hematological oncology), gynecologists with spe-
cial interests in gynecological oncology, cytopathologists, and molecular pathologists with special interests in develop-
ment of predictive biomarkers.

1—Nonvoting ........ Immediately. 

Immunology Devices Panel—Persons with experience in medical, surgical, or clinical oncology, internal medicine, clinical 
immunology, allergy, molecular diagnostics, or clinical laboratory medicine.

1—Nonvoting ........ Immediately. 

Medical Devices Dispute Resolution Panel—Experts with broad, cross-cutting scientific, clinical, analytical or mediation 
skills.

1—Nonvoting ........ Immediately. 

Microbiology Devices Panel—Clinicians with an expertise in infectious disease, e.g., pulmonary disease specialists, sex-
ually transmitted disease specialists, pediatric infectious disease specialists, experts in tropical medicine and emerging 
infectious diseases, mycologists; clinical microbiologists and virologists; clinical virology and microbiology laboratory di-
rectors, with expertise in clinical diagnosis and in vitro diagnostic assays, e.g., hepatologists; molecular biologists.

1—Nonvoting ........ Immediately. 

Molecular and Clinical Genetics Devices Panel—Experts in human genetics and in the clinical management of patients 
with genetic disorders, e.g., pediatricians, obstetricians, neonatologists. The Agency is also interested in considering 
candidates with training in inborn errors of metabolism, biochemical and/or molecular genetics, population genetics, 
epidemiology, and related statistical training. Additionally, individuals with experience in genetic counseling, medical 
ethics, and ancillary fields of study will be considered.

1—Nonvoting ........ Immediately. 

Radiological Devices Panel—Physicians with experience in general radiology, mammography, ultrasound, magnetic res-
onance, computed tomography, other radiological subspecialties, and radiation oncology; scientists with experience in 
diagnostic devices, radiation physics, statistical analysis, digital imaging, and image analysis.

1—Nonvoting ........ Immediately. 

Dental Products Panel—Dentists, engineers and scientists who have expertise in the areas of dental implants, dental 
materials, periodontology, tissue engineering, and dental anatomy.

1—Nonvoting ........ Immediately. 

Ophthalmic Devices Panel—Ophthalmologists with expertise in corneal-external disease, vitreo-retinal surgery, glau-
coma, ocular immunology, ocular pathology; optometrists; vision scientists; and ophthalmic professionals with exper-
tise in clinical trial design, quality of life assessment, electrophysiology, low vision rehabilitation, and biostatistics.

1—Nonvoting ........ Immediately. 
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TABLE 2—COMMITTEE DESCRIPTIONS, TYPE OF CONSUMER REPRESENTATIVE VACANCY, AND APPROXIMATE DATE 
NEEDED—Continued 

Committee/panel/areas of expertise needed Type of vacancy Approximate date 
needed 

Orthopaedic and Rehabilitation Devices Panel—Orthopedic surgeons (joint spine, trauma, and pediatric); 
rheumatologists; engineers (biomedical, biomaterials, and biomechanical); experts in rehabilitation medicine, sports 
medicine, and connective tissue engineering; and biostatisticians.

1—Nonvoting ........ Immediately. 

I. Functions and General Description of 
the Committee Duties 

A. FDA Science Board Advisory 
Committee 

The Science Board Advisory 
Committee (Science Board) provides 
advice to the Commissioner of Food and 
Drugs (Commissioner) and other 
appropriate officials on specific 
complex scientific and technical issues 
important to FDA and its mission, 
including emerging issues within the 
scientific community. Additionally, the 
Science Board provides advice that 
supports the Agency in keeping pace 
with technical and scientific 
developments, including in regulatory 
science, and input into the Agency’s 
research agenda and on upgrading its 
scientific and research facilities and 
training opportunities. It also provides, 
where requested, expert review of 
Agency-sponsored intramural and 
extramural scientific research programs. 

B. Blood Products Advisory Committee 

Reviews and evaluates available data 
concerning the safety, effectiveness, and 
appropriate use of blood products 
derived from blood and serum or 
biotechnology which are intended for 
use in the diagnosis, prevention, or 
treatment of human diseases as well as 
the safety, effectiveness, and labeling of 
the products, on clinical and laboratory 
studies involving such products, on the 
affirmation or revocation of biological 
product licenses, and on the quality and 
relevance of FDA’s research program 
which provides the scientific support 
for regulating these products. 

C. Vaccines and Related Biological 
Products 

Reviews and evaluates data 
concerning the safety, effectiveness, and 
appropriate use of vaccines and related 
biological products which are intended 
for use in the prevention, treatment, or 
diagnosis of human diseases, as well as 
considers the quality and relevance of 
FDA’s research program which provides 
scientific support for the regulation of 
these products. 

D. Anesthetic and Analgesic Drug 
Products Advisory Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products including analgesics, e.g., 
abuse-deterrent opioids, novel 
analgesics, and issues related to opioid 
abuse, and those for use in 
anesthesiology, and makes appropriate 
recommendations to the Commissioner. 

E. Obstetrics, Reproductive and Urologic 
Products Advisory Committee 

Reviews and evaluates data on the 
safety and effectiveness of marketed and 
investigational human drug products for 
use in the practice of obstetrics, 
gynecology, urology, and related 
specialties. 

F. Psychopharmacologic Drugs Advisory 
Committee 

Reviews and evaluates data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the practice of 
psychiatry and related fields. 

G. Antimicrobial Drugs Advisory 
Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of infectious diseases and disorders. 

H. Drug Safety and Risk Management 
Advisory Committee 

Reviews and evaluates information on 
risk management, risk communication, 
and quantitative evaluation of 
spontaneous reports for drugs for 
human use and for any other product for 
which FDA has regulatory 
responsibility. Advises on the scientific 
and medical evaluation of all 
information gathered by the Department 
of Health and Human Services (HHS) 
and the Department of Justice regarding 
safety, efficacy, and abuse potential of 
drugs or other substances, and 
recommends actions to be taken by HHS 
regarding the marketing, investigation, 
and control of such drugs or other 
substances. 

I. Nonprescription Drugs Advisory 
Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of over the counter (nonprescription) 
human drug products, or any other 
FDA-regulated product, for use in the 
treatment of a broad spectrum of human 
symptoms and diseases, and advises the 
Commissioner either on the 
promulgation of monographs 
establishing conditions under which 
these drugs are generally recognized as 
safe and effective and not misbranded or 
on the approval of new drug 
applications for such drugs. The 
Committee serves as a forum for the 
exchange of views regarding the 
prescription and nonprescription status, 
including switches from one status to 
another, of these various drug products 
and combinations thereof. The 
Committee may also conduct peer 
review of Agency-sponsored intramural 
and extramural scientific biomedical 
programs in support of FDA’s mission 
and regulatory responsibilities. 

J. Oncologic Drugs Advisory Committee 

Reviews and evaluates data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of cancer. 

K. Pharmaceutical Science and Clinical 
Pharmacology 

Reviews and evaluates scientific, 
clinical, and technical issues related to 
the safety and effectiveness of drug 
products for use in the treatment of a 
broad spectrum of human diseases, the 
quality characteristics which such drugs 
purport or are represented to have, and 
as required, any other product for which 
FDA has regulatory responsibility, and 
make appropriate recommendations to 
the Commissioner. The Committee may 
also review Agency-sponsored 
intramural and extramural biomedical 
research programs in support of FDA’s 
drug regulatory responsibilities and its 
critical path initiatives related to 
improving the efficacy and safety of 
drugs and improving the efficiency of 
drug development. 
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L. Cardiovascular and Renal Drugs 
Advisory Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of cardiovascular and renal disorders. 

M. Dermatologic and Ophthalmic Drugs 
Reviews and evaluates available data 

concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of dermatologic and ophthalmic 
disorders. 

N. Endocrinologic and Metabolic Drugs 
Advisory Committee 

Reviews and evaluates data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of endocrine and metabolic disorders. 

O. Medical Imaging Drugs Advisory 
Committee 

Reviews and evaluates data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in diagnostic and 
therapeutic procedures using 
radioactive pharmaceuticals and 
contrast media used in diagnostic 
radiology. 

P. Gastrointestinal Drugs Advisory 
Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of gastrointestinal diseases. 

Q. Peripheral and Central Nervous 
System Drugs Advisory Committee 

Reviews and evaluates data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of neurologic diseases. 

R. Medical Devices Advisory Committee 
Panels 

The Medical Devices Advisory 
Committee has established certain 
panels to review and evaluate data on 
the safety and effectiveness of marketed 
and investigational devices and make 
recommendations for their regulation. 
With the exception of the Medical 
Devices Dispute Resolution Panel, each 
panel, according to its specialty area: (1) 
advises on the classification or 
reclassification of devices into one of 
three regulatory categories and advises 
on any possible risks to health 
associated with the use of devices; (2) 
advises on formulation of product 
development protocols; (3) reviews 

premarket approval applications for 
medical devices; (4) reviews guidelines 
and guidance documents; (5) 
recommends exemption of certain 
devices from the application of portions 
of the Federal Food, Drug, and Cosmetic 
Act; (6) advises on the necessity to ban 
a device; and (7) responds to requests 
from the Agency to review and make 
recommendations on specific issues or 
problems concerning the safety and 
effectiveness of devices. With the 
exception of the Medical Devices 
Dispute Resolution Panel, each panel, 
according to its specialty area, may also 
make appropriate recommendations to 
the Commissioner on issues relating to 
the design of clinical studies regarding 
the safety and effectiveness of marketed 
and investigational devices. 

The Medical Devices Dispute 
Resolution Panel provides advice to the 
Commissioner on complex or contested 
scientific issues between FDA and 
medical device sponsors, applicants, or 
manufacturers relating to specific 
products, marketing applications, 
regulatory decisions and actions by 
FDA, and Agency guidance and 
policies. The Panel makes 
recommendations on issues that are 
lacking resolution, are highly complex 
in nature, or result from challenges to 
regular advisory panel proceedings or 
Agency decisions or actions. 

II. Criteria for Members 
Persons nominated for membership as 

consumer representatives on 
committees or panels should meet the 
following criteria: (1) demonstrate an 
affiliation with and/or active 
participation in consumer or 
community-based organizations, (2) be 
able to analyze technical data, (3) 
understand research design, (4) discuss 
benefits and risks, and (5) evaluate the 
safety and efficacy of products under 
review. The consumer representative 
should be able to represent the 
consumer perspective on issues and 
actions before the advisory committee; 
serve as a liaison between the 
committee and interested consumers, 
associations, coalitions, and consumer 
organizations; and facilitate dialogue 
with the advisory committees on 
scientific issues that affect consumers. 

III. Selection Procedures 
Selection of members representing 

consumer interests is conducted 
through procedures that include the use 
of organizations representing the public 
interest and public advocacy groups. 
These organizations recommend 
nominees for the Agency’s selection. 
Representatives from the consumer 
health branches of Federal, State, and 

local governments also may participate 
in the selection process. Any consumer 
organization interested in participating 
in the selection of an appropriate voting 
or nonvoting member to represent 
consumer interests should send a letter 
stating that interest to FDA (see 
ADDRESSES) within 30 days of 
publication of this document. 

Within the subsequent 45 days, FDA 
will compile a list of consumer 
organizations that will participate in the 
selection process and will forward to 
each such organization a ballot listing at 
least two qualified nominees selected by 
the Agency based on the nominations 
received, together with each nominee’s 
current curriculum vitae or résumé. 
Ballots are to be filled out and returned 
to FDA within 30 days. The nominee 
receiving the highest number of votes 
ordinarily will be selected to serve as 
the member representing consumer 
interests for that particular advisory 
committee or panel. 

IV. Nomination Procedures 
Any interested person or organization 

may nominate one or more qualified 
persons to represent consumer interests 
on the Agency’s advisory committees or 
panels. Self-nominations are also 
accepted. Nominations must include a 
current, complete résumé or curriculum 
vitae for each nominee and a signed 
copy of the Acknowledgement and 
Consent form available at the FDA 
Advisory Nomination Portal (see 
ADDRESSES), and a list of consumer or 
community-based organizations for 
which the candidate can demonstrate 
active participation. 

Nominations must also specify the 
advisory committee(s) or panel(s) for 
which the nominee is recommended. In 
addition, nominations must also 
acknowledge that the nominee is aware 
of the nomination unless self- 
nominated. FDA will ask potential 
candidates to provide detailed 
information concerning such matters as 
financial holdings, employment, and 
research grants and/or contracts to 
permit evaluation of possible sources of 
conflicts of interest. Members will be 
invited to serve for terms of up to 4 
years. 

FDA will review all nominations 
received within the specified 
timeframes and prepare a ballot 
containing the names of qualified 
nominees. Names not selected will 
remain on a list of eligible nominees 
and be reviewed periodically by FDA to 
determine continued interest. After 
selecting qualified nominees for the 
ballot, FDA will provide those 
consumer organizations that are 
participating in the selection process 
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with the opportunity to vote on the 
listed nominees. Only organizations 
vote in the selection process. Persons 
who nominate themselves to serve as 
voting or nonvoting consumer 
representatives will not participate in 
the selection process. 

This notice is issued under the 
Federal Advisory Committee Act (5 
U.S.C. app. 2) and 21 CFR part 14, 
relating to advisory committees. 

Dated: June 9, 2025. 
Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2025–10757 Filed 6–12–25; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2025–N–1246] 

Pediatric Advisory Committee (PAC); 
Notice of Meeting; Establishment of a 
Public Docket; Request for Comments 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice; establishment of a 
public docket; request for comments. 

SUMMARY: The Food and Drug 
Administration (FDA or the Agency) 
announces a forthcoming public 
advisory committee meeting of the 
Pediatric Advisory Committee (PAC). 
The general function of the committee is 
to provide advice and recommendations 
to FDA on pediatric regulatory issues. 
The meeting will be open to the public. 
FDA is establishing a docket for public 
comment on this document. 
DATES: The meeting will be held 
virtually on July 9, 2025, from 10:00 
a.m.–3:30 p.m. Eastern Time (ET). 
ADDRESSES: All meeting participants 
will be heard, viewed, captioned, and 
recorded for this advisory committee 
meeting via an online teleconferencing 
and/or video conferencing platform. 
Answers to commonly asked questions 
about FDA advisory committee meetings 
may be accessed at: https:// 
www.fda.gov/advisory-committees/ 
about-advisory-committees/common- 
questions-and-answers-about-fda- 
advisory-committee-meetings. 

FDA is establishing a docket for 
public comment on this meeting. The 
docket number is FDA–2025–N–1246. 
The docket will close on July 8, 2025. 
Submit either electronic or written 
comments on this public meeting on or 
before July 8, 2025. 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 
July 8, 2025. Comments received by 
mail/hand delivery/courier (for written/ 
paper submissions) will be considered 
timely if they are received on or the 
delivery service acceptance receipt is 
before or on that date. 

Comments received on or before July 
2, 2025, will be provided to the 
committee. Comments received after 
that date will be taken into 
consideration by FDA. In the event that 
the meeting is cancelled, FDA will 
continue to evaluate any relevant 
applications or information, and 
consider any comments submitted to the 
docket, as appropriate. 

You may submit comments 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– 
2025–N–1246 for ‘‘Pediatric Advisory 
Committee; Notice of Meeting; 
Establishment of a Public Docket; 
Request for Comments.’’ 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. ET, 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.’’ FDA 
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 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 the 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: 
Shivana Srivastava, Office of Pediatric 
Therapeutics, Food and Drug 
Administration, 10903 New Hampshire 
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