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Medicare Beneficiary Identifier (MBI),
Social Security number (SSN), or state
assigned Medicaid number if applicable.

POLICIES AND PRACTICES FOR RETENTION AND
DISPOSAL OF RECORDS:

The records are retained and disposed
of in accordance with the following
records disposition schedule approved
by the National Archives and Records
Administration (NARA):

¢ DAA-0440-2015-0008, Bucket 6,
Provider and Health Plan Records,
Destroy no sooner than seven years after
cutoff but longer retention is authorized.

ADMINISTRATIVE, TECHNICAL, AND PHYSICAL
SAFEGUARDS:

Safeguards conform to HHS
Information Security and Privacy
Program, https://www.hhs.gov/ocio/
securityprivacy/index.html. The
information is safeguarded in
accordance with applicable laws, rules,
and policies, including the HHS Policy
for Information Security and Privacy
Protection (IS2P); the CMS Information
Systems Security and Privacy Policy
(IS2P2); the E-Government Act of 2002,
which includes FISMA, 44 U.S.C. 3541
through 3549, as amended by the
Federal Information Security
Modernization Act (FISMA) of 2014, 44
U.S.C. 3551 through 3558; all pertinent
National Institutes of Standards and
Technology (NIST) Special Publications
(SP), the Computer Fraud and Abuse
Act of 1986; the Health Insurance
Portability and Accountability Act of
1996, the Clinger-Cohen Act of 1996; the
Medicare Modernization Act of 2003,
the Health Information Technology for
Economic and Clinical Health (HITECH)
Act of 2009, subtitle D, § 13400-13424,
the HIPAA Omnibus Rule (2013), 45
CFR 164.502 and 164.524, the 21st
Century Cures Act (2016) § 4003,4004
and 4006, the Office of the National
Coordinator (ONC) Final Rule on
Interoperability and Information
Blocking (2020), 45 CFR 171 and the
corresponding implementing
regulations OMB Circular A-130,
Managing Information As a Strategic
Resource. Records are protected from
unauthorized access through
appropriate administrative, physical,
and technical safeguards. These
safeguards include protecting the
facilities where records are stored or
accessed with security guards, badges
and cameras, securing hard-copy
records in locked file cabinets, file
rooms or offices during off-duty hours,
limiting access to electronic databases to
authorized users based on roles and
two-factor authentication (user ID and
password), using a secured operating
system protected by encryption,

firewalls, and intrusion detection
systems, requiring encryption for
records stored on removable media, and
training personnel in Privacy Act and
information security requirements.
Records that are eligible for destruction
are disposed of using destruction
methods prescribed by NIST SP 800-88,
as revised.

RECORD ACCESS PROCEDURES:

An individual seeking access to
records about him or her must submit a
written access request to the System
Manager identified in the “System
Manager(s)” section. An access request
must contain the individual’s full name,
current address, email address or other
contact information, and, for identity
verification purposes, signature and
date and place of birth. In addition, to
verify the requester’s identity, the
signature must be notarized, or the
request must include the individual’s
written certification that the individual
is the person the individual claims to be
and understands that the knowing and
willful request for or acquisition of a
record pertaining to an individual under
false pretenses is a criminal offense
subject to a fine of up to $5,000. An
individual may also request an
accounting of disclosures that have been
made of the records about the
individual, if any.

CONTESTING RECORD PROCEDURES:

An individual seeking to amend a
record about him or her must submit a
written amendment request to the
System Manager identified in the
“System Manager(s)”’ section. The
request must contain the same
information required for an access
request, and must reasonably identify
the record, specify the information
contested, state the corrective action
sought, provide the reasons for the
amendment, and include any
supporting justification or
documentation. The individual must
verify his or her identity in the same
manner required for an access request.
The right to contest records is limited to
information that is factually inaccurate,
incomplete, irrelevant, or untimely
(obsolete).

NOTIFICATION PROCEDURES:

An individual who wishes to know if
this system of records contains records
about him or her must submit a written
notification request to the System
Manager identified in the “System
Manager(s)”” section. The request must
contain the same information required
for an access request, and the individual
must verify his or her identity in the

same manner required for an access
request.

EXEMPTIONS PROMULGATED FOR THE SYSTEM:
None.

HISTORY:

72 FR 63906 (Nov. 13, 2007); updated
78 FR 23938 (Apr. 23, 2013); 78 FR
32257 (May 29, 2013); 83 F 6591 (Feb.
14, 2018).

[FR Doc. 2025-13004 Filed 7-10-25; 8:45 am]
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AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing an opportunity for public
comment on the proposed collection of
certain information by the Agency.
Under the Paperwork Reduction Act of
1995 (PRA), Federal Agencies are
required to publish notice in the
Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information, and
to allow 60 days for public comment in
response to the notice. This notice
solicits comments on information
collection associated with certain
Freedom of Information and Privacy Act
requests.

DATES: Either electronic or written
comments on the collection of
information must be submitted by
September 9, 2025.

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
September 9, 2025. 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:
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e 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.

e 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:

e 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.

e 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-1732 for “Agency Information
Collection Activities; Proposed
Collection; Comment Request;
Certification of Identity for Freedom of
Information Act and Privacy Act
Requests.” 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:
Amber Sanford, Office of Operations,
Food and Drug Administration, Three
White Flint North, 10A-12M, 11601
Landsdown St., North Bethesda, MD
20852, 301-796—-8867, PBAStaff@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3521), Federal
Agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes Agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
Agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice

of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Certification of Identity; Form FDA
3975

OMB Control Number 0910-0832—
Extension

This information collection supports
Form FDA 3975 entitled, “Certification
of Identity,” which is used by FDA to
identify an individual requesting a
particular record under the Freedom of
Information Act (FOIA) and the Privacy
Act. The form is available on our
website (at https://www.fda.gov/media/
107210/download) although if an
individual requests one, we will send it
by mail or email. The form is required
only if an individual makes a FOIA
request or Privacy Act request for their
own records but has not provided
sufficient assurance of identity in the
incoming request.

The FOIA grants the public a right to
access Federal records not normally
prepared for public distribution. The
Privacy Act grants a right of access to
members of the public who seek access
to one’s own records that are
maintained in an Agency’s system of
records (i.e. the records are retrieved by
that individual’s name or other personal
identifier). The statutes overlap, and
individuals who request their own
records are processed under both
statutes. The Agency may need to
confirm that the individual making the
FOIA or Privacy Act request is indeed
the same person named in the Agency
records. Respondents to the information
collection are asked for certain
information including name, citizenship
status, social security number, address,
date of birth, place of birth, signature,
and date of signature.

FDA estimates the burden of this
collection of information as follows:
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Number of Average
Number of Total annual Total
FDA form No. respondents rerser;%rgsn%segte r responses brtérsd;)aonngeer hours
BO75 24 1 24 | 17 (10 minutes) ..... 4

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Based on a review of the information
collection since our last request for
OMB approval, we have made no
adjustments to our burden estimate.

Dated: June 26, 2025.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-12922 Filed 7-10-25; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-FDA-2025-N-0008]

Request for Nominations for Voting
Members on the Tobacco Products
Scientific Advisory Committee

Correction

In notice document 2025-11600,
appearing on page 27023, in the issue of
Wednesday, June 25, 2025, in the first
column, in the DATES section, in the
second line, “June 25, 2025 is
corrected to read “August 25, 2025,

[FR Doc. C1-2025-11600 Filed 7-10-25; 8:45 am]
BILLING CODE 0099-10-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Closed Meeting

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of a
meeting of the National Heart, Lung,
and Blood Advisory Council.

The meeting 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: National Heart, Lung,
and Blood Advisory Council.

Date: August 20, 2025.

Time: 1:00 p.m. to 3:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6705
Rockledge Drive, Bethesda, MD 20892,
(Virtual Meeting).

Contact Person: Charisee Lamar, Ph.D.,
M.P.H., R.R.T., Division Director, Division of
Extramural Research Activities, National
Heart, Lung, and Blood Institute, National
Institutes of Health, 6701 Rockledge Drive,
Room 206-Q), Bethesda, MD 20892-7924,
(301) 827-5517, lamarc@mail.nih.gov.

Information is also available on the
Institute’s/Center’s home page: https://
www.nhlbi.nih.gov/about/advisory-and-peer-
review-committees/advisory-council where
an agenda and any additional information for
the meeting will be posted when available.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HHS)

Dated: July 9, 2025.
Bruce A. George,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2025-13010 Filed 7-10-25; 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;
Cardiovascular Sciences.

Date: August 6—7, 2025.

Time: 8:00 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: Michael L. Bloom, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 6187,
MSC 7804, Bethesda, MD 20892, 301—451—
0132, bloomm2@mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Neurotechnology, Devices, Applications and
Treatment.

Date: August 7-8, 2025.

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: Steven G. Britt, MD,
Scientific Review Officer, Scientific Review
Branch, Division of Extramural Activities,
NINDS/NIH, NSC, 6001 Executive Blvd.,
Suite 3208, MSC 9529, Bethesda, MD 20892,
(301) 480-1953, steve.britt@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; RFA Panel:
Advancing Translation of Long-Acting
Strategies for HIV and HIV-Associated Co-
infections (AT LAST).

Date: August 7, 2025.

Time: 11:00 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: Kristina S. Wickham,
Ph.D., Scientific Review Officer, NIAID/DEA/
SRP, BG 5601FL, RM 3G22B, 5601 Fishers
Ln., Rockville, MD 20852, (301) 761-5390,
kristina.wickham@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Circulation
Sciences.

Date: August 12, 2025.

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: Nakia C. Brown, Ph.D.,
Scientific Review Officer, Office of Grants
Management and Scientific Review, National
Ctr for Advancing Translational Sciences,
6701 Democracy Blvd., Bethesda, MD 20892,
301-827-4905, brownnac@mail.nih.gov.
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