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paid. Questions about wire transfer fees 
should be addressed to the financial 
institution. The following account 
information should be used to send 
payments by wire transfer: U.S. 
Department of the Treasury, TREAS 
NYC, 33 Liberty St., New York, NY 
10045, account number: 75060099, 
routing number: 021030004, SWIFT: 
FRNYUS33. FDA’s tax identification 
number is 53–0196965. 

It is important that the fee arrives at 
the bank at least a day or two before the 
abbreviated application or JINAD 
submission arrives at FDA’s CVM. FDA 
records the official abbreviated 
application or JINAD submission receipt 
date as the later of the following: the 
date the application or submission was 
received by CVM, or the date U.S. Bank 
notifies FDA that your payment in the 
full amount has been received, or when 
the U.S. Department of the Treasury 
notifies FDA of payment. U.S. Bank and 
the U.S. Department of the Treasury are 
required to notify FDA within 1 working 
day, using the PIN described previously. 

The tax identification number of FDA 
is 53–0196965. 

B. Application and JINAD File 
Submission Cover Sheet Procedures 

Step One: Create a user account and 
password. Log onto the AGDUFA 
website at https://www.fda.gov/
ForIndustry/UserFees/ 
AnimalGenericDrug
UserFeeActAGDUFA/ucm137049.htm 
and, under Application Submission 
Information, click on ‘‘Create AGDUFA 
User Fee Cover Sheet’’ and follow the 
directions. For security reasons, each 
firm submitting an application and/or a 
JINAD file submission will be assigned 
an organization identification number, 
and each user will also be required to 
set up a user account and password the 
first time you use this site. Online 
instructions will walk you through this 
process. 

Step Two: Create an Animal Generic 
Drug User Fee Cover Sheet, transmit it 
to FDA, and print a copy. After logging 
into your account with your username 
and password, complete the steps 
required to create an Animal Generic 
Drug User Fee Cover Sheet. One cover 
sheet is needed for each abbreviated 
application for a generic new animal 
drug or JINAD file submission. Once 
you are satisfied that the data on the 
cover sheet is accurate and you have 
finalized the cover sheet, you will be 
able to transmit it electronically to FDA 
and you will be able to print a copy of 
your cover sheet showing your unique 
PIN. 

Step Three: Send the payment for 
your application or JINAD file 
submission as described in section IX.A. 

Step Four: Submit your application or 
JINAD file submission. 

C. Product and Sponsor Fees 

By December 31, 2025, FDA will issue 
invoices and payment instructions for 
product and sponsor fees for FY 2026 
using this fee schedule. Payment will be 
due by January 31, 2026. FDA will issue 
invoices in November 2026 for any 
products and sponsors subject to fees for 
FY 2026 that qualify for fees after the 
December 2025 billing. 

Dated: July 25, 2025. 
Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2025–14409 Filed 7–29–25; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) announces a 
forthcoming public advisory committee 
meeting of the Tobacco Products 
Scientific Advisory Committee (TPSAC, 
the Committee). The general function of 
the Committee is to provide advice and 
recommendations to the Agency on 
FDA’s regulatory issues. The meeting 
will be open to the public. 
DATES: The meeting will be held on 
October 7, 2025, from 9:00 a.m. to 4:30 
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 have the option to 
participate, and the advisory committee 
meeting and meeting presentations 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/AboutAdvisory
Committees/ucm408555.htm. 

For those unable to attend in person, 
the meeting will also be webcast and 
will be available at the following links: 

Live Link: https://youtube.com/live/ 
MNXGH9aki4I?feature=share. 

Caption Link: http://upload.youtube.
com/closedcaption?cid=jfzr-97fr-a9ax- 
sxcz-c31k. 
FOR FURTHER INFORMATION CONTACT: 
Rachel Jang, PharmD, DFO, Center for 
Tobacco Products, Food and Drug 
Administration, Document Control 
Center, 10903 New Hampshire Ave., 
Bldg. 71, Silver Spring, MD 20993– 
0002, 1–877–287–1373, TPSAC@
fda.hhs.gov, or FDA Advisory 
Committee Information Line, 1–800– 
741–8138 (301–443–0572 in the 
Washington, DC area). A notice in the 
Federal Register about last minute 
modifications that impact a previously 
announced advisory committee meeting 
cannot always be published quickly 
enough to provide timely notice. 
Therefore, you should always check the 
FDA’s website at https://www.fda.gov/ 
AdvisoryCommittees/default.htm and 
scroll down to the appropriate advisory 
committee meeting link, or call the 
advisory committee information line to 
learn about possible modifications 
before coming to the meeting. 
SUPPLEMENTARY INFORMATION: 

Agenda: On October 7, 2025, the 
Center for Tobacco Product’s TPSAC 
will convene for one open session, 
during which the Committee will 
discuss the renewal of modified risk 
granted orders issued to Philip Morris 
Products S.A. for the following 
products: 
• MR0000059: Marlboro Amber 

HeatSticks 
• MR0000060: Marlboro Green Menthol 

HeatSticks 
• MR0000061: Marlboro Blue Menthol 

HeatSticks 
• MR0000133: IQOS 2.4 System Holder 

and Charger 
• MR0000192: IQOS 3.0 System Holder 

and Charger 
Discussion will focus on whether the 

statutory standards continue to be met. 
FDA intends to make background 

material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its website prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting and be posted on the FDA’s 
website after the meeting. Background 
material and the link to the online 
teleconference and/or video conference 
meeting will be available at https:// 
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www.fda.gov/AdvisoryCommittees/ 
Calendar/default.htm. The meeting will 
include slide presentations with audio 
and video components to allow the 
presentation of materials in a manner 
that most closely resembles an in-person 
advisory committee meeting. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the Committee. Written 
submissions may be submitted to the 
contact person on or before September 
25, 2025. Oral presentations from the 
public will be scheduled between 1:00 
p.m. and 2:00 p.m. ET on October 7, 
2025. Those individuals interested in 
making formal oral presentations should 
notify the contact person (see FOR 
FURTHER INFORMATION CONTACT) and 
submit a brief statement describing the 
general nature of the evidence or 
arguments they wish to present, the 
names and email addresses of proposed 
participants, and whether they would 
like to present online or in-person, on 
or before September 11, 2025. Time 
allotted for each presentation may be 
limited. If the number of registrants 
requesting to speak is greater than can 
be reasonably accommodated during the 
scheduled open public hearing session, 
FDA may conduct a lottery to determine 
the speakers for the scheduled open 
public hearing session. Similarly, room 
for interested persons to participate in- 
person may be limited. If the number of 
registrants requesting to speak in-person 
during the open public hearing is 
greater than can be reasonably 
accommodated in the venue for the in- 
person portion of the advisory 
committee meeting, FDA may conduct a 
lottery to determine the speakers who 
will be invited to participate in-person. 
The contact person will notify 
interested persons regarding their 
request to speak by September 15, 2025. 

Persons attending FDA’s advisory 
committee meetings are advised that 
FDA is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with disabilities. 
If you require accommodations due to a 
disability, please contact Rachel Jang, 
PharmD, DFO (see FOR FURTHER 
INFORMATION CONTACT) at least 7 days in 
advance of the meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our website at 
https://www.fda.gov/ 
AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
ucm111462.htm for procedures on 

public conduct during advisory 
committee meetings. 

For press inquiries, please contact the 
HHS Press Room at www.hhs.gov/press- 
room/index.html or 202–690–6343. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. 1001 et seq.). This meeting notice 
also serves as notice that, pursuant to 21 
CFR 10.19, the requirements in 21 CFR 
14.22(b), (f), and (g) relating to the 
location of advisory committee meetings 
are hereby waived to allow for this 
meeting to take place using an online 
meeting platform in conjunction with 
the physical meeting room (see 
location). This waiver is in the interest 
of allowing greater transparency and 
opportunities for public participation, 
in addition to convenience for advisory 
committee members, speakers, and 
guest speakers. No participant will be 
prejudiced by this waiver, and that the 
ends of justice will be served by 
allowing for this modification to FDA’s 
advisory committee meeting procedures. 

Dated: July 25, 2025. 
Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2025–14347 Filed 7–29–25; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
fee rates and payment procedures for 
medical device user fees for fiscal year 
(FY) 2026. The Federal Food, Drug, and 
Cosmetic Act (FD&C Act), as amended 
by the Medical Device User Fee 
Amendments of 2022 (MDUFA V), 
authorizes FDA to collect user fees for 
certain medical device submissions and 
annual fees both for certain periodic 
reports and for establishments subject to 
registration. This notice establishes the 
fee rates for FY 2026, which apply from 
October 1, 2025, through September 30, 
2026, and provides information on how 
the fees for FY 2026 were determined, 
the payment procedures you should 
follow, and how you may qualify for 
reduced small business fees. 
FOR FURTHER INFORMATION CONTACT: For 
information on Medical Device User 

Fees: https://www.fda.gov/industry/fda- 
user-fee-programs/medical-device-user- 
fee-amendments-mdufa. For questions 
relating to the MDUFA Small Business 
Program, please visit the Center for 
Devices and Radiological Health’s 
website: https://www.fda.gov/medical- 
devices/premarket-submissions/ 
reduced-medical-device-user-fees-small- 
business-determination-sbd-program. 
For questions relating to this notice: 
Olufunmilayo Ariyo, Office of Financial 
Management, Food and Drug 
Administration, 10903 New Hampshire 
Ave, Silver Spring, MD 20903, 240– 
402–4989; or the User Fee Support Staff 
at UFSS@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 
The FD&C Act, as amended by 

MDUFA V, authorizes FDA to collect 
user fees for certain medical device 
submissions and annual fees both for 
certain periodic reports and for 
establishments subject to registration. 
Section 738 of the FD&C Act (21 U.S.C. 
379j) establishes fees for certain medical 
device applications, submissions, 
supplements, notices, and requests (for 
simplicity, this document refers to these 
collectively as ‘‘submissions’’ or 
‘‘applications’’); for periodic reporting 
on class III devices; and for the 
registration of certain establishments. 

Under the FD&C Act, the fee rate for 
each type of submission is set at a 
specified percentage of the standard fee 
for a premarket application (a premarket 
application is a premarket approval 
application (PMA), a product 
development protocol (PDP), or a 
biologics license application (BLA)). 
The FD&C Act specifies the base fee for 
a premarket application for each year 
from FY 2023 through FY 2027; the base 
fee for a premarket application received 
by FDA during FY 2026 is $455,000. 
From this starting point, this document 
establishes FY 2026 fee rates for certain 
types of submissions, and for periodic 
reporting, by applying criteria specified 
in the FD&C Act. Under statutorily 
defined conditions, a qualified 
applicant may receive a fee waiver or 
may pay a lower small business fee (see 
sections 738(a)(3)(B), 738(d) and 738(e) 
of the FD&C Act). For more information 
on fee waivers, please see Section IX. 
Small Business Fee Reductions and Fee 
Waivers. 

The FD&C Act specifies the base fee 
for establishment registration for each 
year from FY 2023 through FY 2027; the 
base fee for an establishment 
registration in FY 2026 is $7,575. Each 
establishment that is registered (or is 
required to register) with the Secretary 
of Health and Human Services under 
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