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for a Breakthrough Device designation, 
PMAs, HDE applications, De Novo 
requests, and 510(k)s, and other FDA 
decisions involving administrative, 
enforcement, and other actions. This 
update of the 2016 PPI Guidance reflects 
this TPLC scope as well as 
developments in the field of health 
preference research. This final guidance 
fulfills a commitment in Section V.E. of 
the Medical Device User Fee 
Amendments Performance Goals and 
Procedures, Fiscal Years 2023 Through 
2027 (MDUFA V) to update the 2016 PPI 
Guidance with pragmatic insights and to 
address common questions for those 
interested in the use of PPI in regulatory 
submissions. This guidance supersedes 
the 2016 PPI Guidance issued on August 
24, 2016. 

FDA considered the applicability of 
Executive Order 14192, per Office of 
Management and Budget (OMB) 
guidance in M–25–20, and finds this 
action to be neither regulatory nor 
deregulatory. 

A notice of availability of the draft 
guidance appeared in the Federal 
Register of September 6, 2024 (89 FR 
72856). FDA considered comments 
received and revised the guidance as 
appropriate in response to the 

comments, including clarifying 
terminology, adding recommendations 
on when sponsors may find it helpful to 
meet with FDA, and adding 
recommendations on when patient 
engagement during the design and 
implementation of a study may be 
beneficial. 

This guidance is being issued 
consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 
The guidance represents the current 
thinking of FDA on Incorporating 
Voluntary Patient Preference 
Information over the Total Product Life 
Cycle. It does not establish any rights for 
any person and is not binding on FDA 
or the public. You can use an alternative 
approach if it satisfies the requirements 
of the applicable statutes and 
regulations. 

II. Electronic Access 

Persons interested in obtaining a copy 
of the guidance may do so by 
downloading an electronic copy from 
the internet. A search capability for all 
Center for Devices and Radiological 
Health guidance documents is available 
at https://www.fda.gov/medical-devices/ 
device-advice-comprehensive- 
regulatory-assistance/guidance- 

documents-medical-devices-and- 
radiation-emitting-products. This 
guidance document is also available at 
https://www.regulations.gov, https://
www.fda.gov/regulatory-information/ 
search-fda-guidance-documents, or 
https://www.fda.gov/vaccines-blood- 
biologics/guidance-compliance- 
regulatory-information-biologics. 
Persons unable to download an 
electronic copy of ‘‘Incorporating 
Voluntary Patient Preference 
Information over the Total Product Life 
Cycle’’ may send an email request to 
CDRH-Guidance@fda.hhs.gov to receive 
an electronic copy of the document. 
Please use the document number 
GUI01500006 and complete title to 
identify the guidance you are 
requesting. 

III. Paperwork Reduction Act of 1995 

While this guidance contains no new 
collection of information, it does refer to 
previously approved FDA collections of 
information. The previously approved 
collections of information are subject to 
review by OMB under the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501– 
3521). The collections of information in 
the following table have been approved 
by OMB: 

21 CFR part; guidance; or FDA form Topic OMB Control No. 

807, subpart E ......................................................................... Premarket notification .............................................................. 0910–0120 
814, subparts A through E ...................................................... Premarket approval ................................................................. 0910–0231 
814, subpart H ......................................................................... Humanitarian Use Devices; Humanitarian Device Exemption 0910–0332 
812 ........................................................................................... Investigational Device Exemption ........................................... 0910–0078 
860, subpart D ......................................................................... De Novo classification process ............................................... 0910–0844 
‘‘Requests for Feedback and Meetings for Medical Device 

Submissions: The Q-Submission Program’’.
Q-submissions and Early Payor Feedback Request Pro-

grams for Medical Devices.
0910–0756 

800, 801, 809, and 830 ........................................................... Medical Device Labeling Regulations; Unique Device Identi-
fication.

0910–0485 

50, 56 ....................................................................................... Protection of Human Subjects and Institutional Review 
Boards.

0910–0130 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–06063 Filed 3–27–26; 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; Career 
Development Applications in Neuroscience. 

Date: April 22, 2026. 
Time: 9:30 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 

Contact Person: Jingshan Chen, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 451–2405, jingshan.chen@
nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; PAR Panel: 
Musculoskeletal, Skin, and Oral Sciences. 

Date: April 23, 2026. 
Time: 8:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Yi-Hsin Liu, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 435–1781, liuyh@csr.nih.gov. 
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Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Program 
Projects: Alzheimer’s Disease, Aging and 
Neurodegeneration. 

Date: April 23–24, 2026. 
Time: 8:30 a.m. to 8:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Ana Olariu, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 496–9223, Ana.Olariu@nih.gov. 

Name of Committee: Brain Disorders and 
Clinical Neuroscience Integrated Review 
Group; Clinical Neuroimmunology and Brain 
Tumors Study Section. 

Date: April 23–24, 2026. 
Time: 9:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Dario Dieguez, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 827–3101, dario.dieguez@
nih.gov. 

Name of Committee: Digestive, Kidney and 
Urological Systems Integrated Review Group; 
Digestive System Host Defense, Microbial 
Interactions and Immune and Inflammatory 
Disease Study Section. 

Date: April 23–24, 2026. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Aiping Zhao, MD, 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 2188, 
Bethesda, MD 20892–7818, (301) 435–0682, 
zhaoa2@csr.nih.gov. 

Name of Committee: Cardiovascular and 
Respiratory Sciences Integrated Review 
Group; Integrative Myocardial Physiology/ 
Pathophysiology A Study Section. 

Date: April 23, 2026. 
Time: 9:00 a.m. to 6:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Abdelouahab Aitouche, 

Ph.D., Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4222, 
MSC 7814, Bethesda, MD 20892, 301–435– 
2365, aitouchea@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; PAR Panel: 
Integrated Cellular and Molecular 

Involvements in Studying Alzheimer’s 
Disease and Related Dementias (ADRD). 

Date: April 23–24, 2026. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Surojeet Sengupta, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 496–9223, surojeet.sengupta@
nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; 
Bioanalytical, Molecular, Cellular Sciences 
and Technologies. 

Date: April 23, 2026. 
Time: 9:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Katherine Shim, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 496–8683, katherine.shim@
nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; 
Fellowships: Neurodevelopment, Oxidative 
Stress and Synaptic Plasticity. 

Date: April 23, 2026. 
Time: 9:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Vanessa S. Boyce, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Rm. 4185, 
MSC 7850, Bethesda, MD 20892, (301) 402– 
3726 boycevs@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Topics in 
Neuroscience and Neurogenetics. 

Date: April 23–24, 2026. 
Time: 9:00 a.m. to 5:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Gagan Deep Bajaj, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 402–6965, gagan.bajaj@nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; PAR Panel: 
Implementation Research for Multi- 
Morbidity Management in the Context of 
Non-Communicable Diseases in Low- and 
Middle-Income Countries and U.S. Tribal 
Populations. 

Date: April 23, 2026. 
Time: 9:00 a.m. to 3:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Shareen Iqbal, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 496–6937, shareen.iqbal@
nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Training 
and Career Development: Kidney, Urology, 
and Related Disciplines. 

Date: April 23, 2026. 
Time: 10:00 a.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Address: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892. 

Meeting Format: Virtual Meeting. 
Contact Person: Jason D. Hoffert, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20817, (301) 496–9010, hoffertj@
niddk.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: March 25, 2026. 
Bruce A. George, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2026–06036 Filed 3–27–26; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Minority Health 
and Health Disparities; Notice of 
Partially Closed Meeting 

Pursuant to section 1009 of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of a 
meeting of the National Advisory 
Council on Minority Health and Health 
Disparities. 

The meeting will be open to the 
public as indicated below, with 
attendance limited to space available. 
Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. The open 
session will be videocast and can be 
accessed from the NIH Videocasting and 
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