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Aveir Delivery Catheter: The Aveir
Delivery Catheter is intended to be used
in the peripheral vasculature and the
cardiovascular system to deliver and
manipulate an LP. Delivery and
manipulation include implanting an LP
within the target chamber of the heart.

Aveir Link Module: The Aveir Link
Module is intended to be used in
conjunction with a Merlin PCS
Programmer to interrogate and program
an Aveir LP and to monitor LP function
during an implant, retrieval, or follow-
up procedure. Subsequent to this
approval, the USPTO received patent
term restoration applications for AVEIR
VR LEADLESS SYSTEM (U.S. Patent
Nos. 8,295,939; 9,168,383) from
Pacesetter, Inc., and the USPTO
requested FDA'’s assistance in
determining the patents’ eligibility for
patent term restoration. In a letter dated
January 18, 2024, FDA advised the
USPTO that this medical device had
undergone a regulatory review period
and that the approval of AVEIR VR
LEADLESS SYSTEM represented the
first permitted commercial marketing or
use of the product. Thereafter, the
USPTO requested that FDA determine
the product’s regulatory review period.

II. Determination of Regulatory Review
Period

FDA has determined that the
applicable regulatory review period for
AVEIR VR LEADLESS SYSTEM is 3,109
days. Of this time, 740 days occurred
during the testing phase of the
regulatory review period, while 2,369
days occurred during the approval
phase. These periods of time were
derived from the following dates:

1. The date an exemption under
section 520(g) of the Federal Food, Drug,
and Cosmetic Act (FD&C Act) (21 U.S.C.
360j(g)) involving this device became
effective: September 27, 2013. FDA has
verified the applicant’s claim that the
date the investigational device
exemption for human tests to begin, as
required under section 520(g) of the
FD&C Act, became effective September
27,2013.

2. The date an application was
initially submitted with respect to the
device under section 515 of the FD&C
Act (21 U.S.C. 360e): October 6, 2015.
FDA has verified the applicant’s claim
that the premarket approval application
(PMA) for AVEIR VR LEADLESS
SYSTEM (PMA P150035) was initially
submitted October 6, 2015.

3. The date the application was
approved: March 31, 2022. FDA has
verified the applicant’s claim that PMA
P150035 was approved on March 31,
2022.

This determination of the regulatory
review period establishes the maximum
potential length of a patent extension.
However, the USPTO applies several
statutory limitations in its calculations
of the actual period for patent extension.
In its applications for patent extension,
this applicant seeks 1,826 days of patent
term extension.

III. Petitions

Anyone with knowledge that any of
the dates as published are incorrect may
submit either electronic or written
comments and, under 21 CFR 60.24, ask
for a redetermination (see DATES).
Furthermore, as specified in § 60.30 (21
CFR 60.30), any interested person may
petition FDA for a determination
regarding whether the applicant for
extension acted with due diligence
during the regulatory review period. To
meet its burden, the petition must
comply with all the requirements of
§60.30, including but not limited to:
must be timely (see DATES), must be
filed in accordance with §10.20, must
contain sufficient facts to merit an FDA
investigation, and must certify that a
true and complete copy of the petition
has been served upon the patent
applicant. (See H. Rept. 857, part 1, 98th
Cong., 2d sess., pp. 41-42, 1984.)
Petitions should be in the format
specified in 21 CFR 10.30.

Submit petitions electronically to
https://www.regulations.gov at Docket
No. FDA-2013-S-0610. Submit written
petitions (two copies are required) to the
Dockets Management Staff (HFA-305),
Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD
20852.

Dated: June 11, 2025.
Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-11028 Filed 6-13-25; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing

that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Submit written comments
(including recommendations) on the
collection of information by July 16,
2025.

ADDRESSES: To ensure that comments on
the information collection are received,
OMB recommends that written
comments be submitted to https://
www.reginfo.gov/public/do/PRAMain.
Find this particular information
collection by selecting “‘Currently under
Review—Open for Public Comments” or
by using the search function. The OMB
control number for this information
collection is 0910-0114. Also include
the FDA docket number found in
brackets in the heading of this
document.

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, PRAStaff@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Administrative Detention and Banned
Medical Devices—21 CFR 800.55,
895.21, and 895.22

OMB Control Number 0910-0114—
Extension

This information collection supports
FDA regulations. FDA has the statutory
authority under section 304(g) of the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) (21 U.S.C. 334(g)) to detain
during established inspections devices
that are believed to be adulterated or
misbranded. Section 800.55 (21 CFR
800.55), regarding administrative
detention, includes among other things
certain reporting requirements
(§800.55(g)(1) and (2)) and
recordkeeping requirements
(§ 800.55(k)). Under § 800.55(g), an
appellant of a detention order must
show documentation of ownership if
devices are detained at a place other
than that of the appellant. Under
§800.55(k), the owner or other
responsible person must supply records
about how the devices may have
become adulterated or misbranded, in
addition to records of distribution of the
detained devices. These recordkeeping
requirements for administrative
detentions permit FDA to trace devices


https://www.reginfo.gov/public/do/PRAMain
https://www.reginfo.gov/public/do/PRAMain
https://www.regulations.gov
mailto:PRAStaff@fda.hhs.gov
mailto:PRAStaff@fda.hhs.gov

25324

Federal Register/Vol. 90, No. 114/Monday, June 16, 2025/ Notices

for which the detention period expired
before a seizure is accomplished or
injunctive relief is obtained.

FDA also has the statutory authority
under section 516 of the FD&C Act (21
U.S.C. 360f) to ban devices that present
substantial deception or an
unreasonable and substantial risk of
illness or injury. Section 895.21 (21 CFR
895.21), regarding banned devices,
contains certain reporting requirements.
Section 895.21(d) describes the

procedures for banning a device when
the Commissioner of Food and Drugs
(the Commissioner) decides to initiate
such a proceeding. Under 21 CFR
895.22, a manufacturer, distributor, or
importer of a device may be required to
submit to FDA all relevant and available
data and information to enable the
Commissioner to determine whether the
device presents substantial deception,
unreasonable and substantial risk of
illness or injury, or unreasonable, direct,

and substantial danger to the health of
individuals.

In the Federal Register of November
29, 2024 (89 FR 94734), FDA published
a 60-day notice requesting public
comment on the proposed collection of
information. No comments were
received.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN *

Number of Total Average
21 CFR section r'e\lsurggg;r?tfs responses per annual burden per Jgjﬂ
p respondent responses response
Administrative detention reporting requirements—=800.55(g) & () ........ccccecviiiiiiiiiiiciiiies 1 1 1 25 25
Banned devices reporting requirements—=895.21(d)(8) and 895.22(2) ........cccceeveervereriierennens 26 1 26 16 416
L= L P OO VRO P EVOURO PPV EUOTP PR 441
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2—ESTIMATED ANNUAL RECORDKEEPING BURDEN 1
Number of Total Average
21 CFR section retlgrrglggé Oef rs records per annual burden per Jg&i
P recordkeeper records recordkeeping
Records regarding device adulteration or misbranding and records of distribution of
detained devicesS—800.55(K) .......ccccrruiiiiiiriiiieee e e 1 1 1 20 20

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

During the past several years, there
has been an average of less than one
new administrative detention action per
year. Each administrative detention will
have varying amounts of data and
information that must be maintained.
FDA'’s estimate of the burden under the
administrative detention provision is
based on FDA’s discussion with one of
the firms whose devices had been
detained.

Based on our evaluation of the
information collection we have made no
adjustment to our current estimates.

Dated: June 9, 2025.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-10888 Filed 6—13—25; 8:45 am)]
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SUMMARY: The Food and Drug
Administration (FDA) announces a
forthcoming public advisory committee
meeting of the Oncologic Drugs
Advisory Committee (the Committee).
The general function of the Committee
is to provide advice and
recommendations to FDA on 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 on July
17, 2025, from 8 a.m. to 12:45 p.m.
Eastern Time.

ADDRESSES: FDA White Oak Campus,
10903 New Hampshire Ave., Bldg. 31
Conference Center, the Great Room (Rm.
#1503), Silver Spring, MD 20993-0002.

The public will also have the option to
participate, and the advisory committee
meeting will be heard, viewed,
captioned, and recorded through an
online teleconferencing and/or video
conferencing platform.

Answers to commonly asked
questions about FDA advisory
committee meetings, including
information regarding special
accommodations due to a disability,
visitor parking, and transportation may
be accessed at: https://www.fda.gov/
AdvisoryCommittees/
AboutAdvisoryCommittees/
ucm408555.htm. FDA is establishing a
docket for public comment on this
meeting. The docket number is [FDA—
2025-N-1534]. The docket will close on
July 16, 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 16, 2025. Comments received by
mail/hand delivery/courier (for written/
paper submissions) will be considered
timely if they are postmarked or the
delivery service acceptance receipt is on
or before that date.

Comments received on or before July
3, 2025, will be provided to the
committee. Comments received after
that date will be taken into
consideration by FDA. In the event that
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