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facility is required to submit timely
updates within 60 days of a change to
any required information on its
registration form, using Form FDA 3537
(§1.234), and to cancel its registration
when the facility ceases to operate or is
sold to new owners or ceases to
manufacture, process, pack, or hold
food for consumption in the United
States, using Form FDA 3537a (§ 1.235).
Registration is one of several tools
under the Bioterrorism Act that enables
us to act quickly in responding to a
threatened or actual bioterrorist attack
on the U.S. food supply or other food-
related emergency. Further, in the event
of an outbreak of foodborne illness, the

information provided helps us
determine the source and cause of the
event and enables us to quickly notify
food facilities that might be affected by
an outbreak, terrorist attack, or other
emergency. Finally, the registration
requirements enable us to quickly
identify and remove from commerce an
article of food for which there is a
reasonable probability that the use of or
exposure to such article of food will
cause serious adverse health
consequences or death to humans or
animals.

Description of Respondents:
Respondents to this collection of
information are owners, operators, or

agents in charge of domestic or foreign
facilities that manufacture, process,
pack, or hold food for human or animal
consumption in the United States.

In the Federal Register of June 27,
2025 (90 FR 27619), FDA published a
60-day notice requesting public
comment on the proposed collection of
information. Although two comments
were received, they were not responsive
to the four collection of information
topics solicited under 5 CFR 1320.8(d).

We estimate the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN !

Number of Average
Activity; Number of responses Total annual
21 CFR Section respondents per responses brtérsdecl)wnrs):r Total hours
respondent P
New domestic facility registration; 1.230-1.233 .................. 7,420 1 7,420 2.7 20,034
New foreign facility registration; 1.230-1.233 ..................... 17,592 1 17,592 8.7 153,050
Updates; 1.234 ..o 124,001 1 124,001 1.2 148,801
Cancellations; 1.235 .......ccooiiiiiiiieie e 464 1 464 1 464
Biennial renewals; 1.235 .......cooovciiiiiee i 89,182 1 89,182 0.38 33,889
3rd party registration verification ............ccccceeviiiiiiniiiiienns 6,491 1 6,491 0.25 1,623
U.S. Agent verification ..........cccceviriininiinccseeeneeee 15,655 1 15,655 0.25 3,914
TOAl e nne | reeeesre e | eeresrene e 260,805 | .oooceieiiiiiiee 361,775

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 increased our
burden estimate by 83,393 hours (from
278,382 to 361,775), although the
number of responses decreased by
19,122 (from 279,927 to 260,805).
Among other considerations, we
attribute this adjustment primarily due
to a significant increase in the number
of foreign facility registrations and
updates submitted coupled with a
drastic decrease in the number of
cancellations and third-party
registration and U.S. Agent verifications
submitted.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-18616 Filed 9-24-25; 8:45 am|]
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SUMMARY: The Food and Drug
Administration (FDA, Agency, or we) is
announcing the availability of a draft
document entitled ‘“Postapproval
Methods to Capture Safety and Efficacy
Data for Cell and Gene Therapy
Products; Draft Guidance for Industry.”
The draft guidance document discusses
methods and approaches for capturing
postapproval safety and efficacy data for
cell and gene therapy (CGT) products.
Given the potential for long-lasting
effects of CGT products, and the
generally limited number of participants
treated in clinical trials, the collection
of postapproval study data for CGT
products is important for gathering data
on product safety and effectiveness over
time.

DATES: Submit either electronic or
written comments on the draft guidance
by December 24, 2025 to ensure that the
Agency considers your comment on this
draft guidance before it begins work on
the final version of the guidance.

ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

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.


https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
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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-D-3049 for “Postapproval
Methods to Capture Safety and Efficacy
Data for Cell and Gene Therapy
Products; Draft Guidance for Industry.”
Received comments 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.

e 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.

You may submit comments on any
guidance at any time (see 21 CFR
10.115(g)(5)).

Submit written requests for single
copies of the draft guidance to the Office
of Communication, Outreach and
Development, Center for Biologics
Evaluation and Research (CBER), Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 71, Rm. 3103,
Silver Spring, MD 20993-0002. Send
one self-addressed adhesive label to
assist the office in processing your
requests. The draft guidance may also be
obtained by mail by calling CBER at
800-835—-4709 or 240—402-8010 or
emailing industry.biologics@
fda.hhs.gov. See the SUPPLEMENTARY
INFORMATION section for electronic
access to the draft guidance document.

FOR FURTHER INFORMATION CONTACT:
Tami Belouin, Center for Biologics
Evaluation and Research, Food and
Drug Administration, 240-402—7911.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of
a draft document entitled “Postapproval
Methods to Capture Safety and Efficacy
Data for Cell and Gene Therapy
Products; Draft Guidance for Industry.”
The draft guidance discusses methods
and approaches for capturing
postapproval safety and efficacy data for
CGT products. Given the potential for
long-lasting effects of CGT products,
and the generally limited number of
participants treated in clinical trials,
postapproval monitoring is important
for gathering data on product safety and
effectiveness over time. Additional
postapproval efficacy and safety data is
essential to better understand the long-
term safety and effectiveness of CGT
products and address any concerns that
emerge. The guidance does not address

data collected for the purpose of
expanding clinical indications.

The guidance was created as part of
FDA'’s response to the Prescription Drug
User Fee Act (PDUFA VII) commitment
to increase efficiency and to support
development of CGT products. The
Agency held a public meeting on April
27, 2023, entitled “Methods and
Approaches for Capturing Post-
Approval Safety and Efficacy Data on
Cell and Gene Therapy Products” and
solicited comments from the public to
Docket No. FDA-2023-N-0398. FDA
published a report of the meeting on
October 18, 2023. Stakeholder input
presented during the meeting and
comments received to the docket were
used to inform the content of this
guidance.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The draft guidance, when finalized, will
represent the current thinking of FDA
on ‘“Postapproval Methods to Capture
Safety and Efficacy Data for Cell and
Gene Therapy Products.” 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.

As we develop final guidance on this
topic, FDA will consider comments on
costs or cost savings the guidance may
generate, relevant for Executive Order
14192.

II. Paperwork Reduction Act of 1995

While this guidance contains no
collection of information, it does refer to
previously approved FDA collections of
information. The previously approved
collections of information are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (PRA) (44 U.S.C.
3501-3521). The collections of
information in 21 CFR part 11
pertaining to electronic records and
signatures have been approved under
OMB control number 0910-0303. The
collections of information in 21 CFR
parts 50 and 56 pertaining to the
protection of human subjects, informed
consent, and institutional review boards
have been approved under OMB control
number 0910-0130. The collections of
information in 21 CFR part 600 for
general records and adverse experience
reporting pertaining to biological
products have been approved under
OMB control number 0910-0308.

II1. Electronic Access


https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
mailto:industry.biologics@fda.hhs.gov
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https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
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Persons with access to the internet
may obtain the draft guidance at https://
www.fda.gov/vaccines-blood-biologics/
guidance-compliance-regulatory-
information-biologics/biologics-
guidances, https://www.fda.gov/
regulatory-information/search-fda-
guidance-documents, or https://
www.regulations.gov.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-18650 Filed 9-24—-25; 8:45 am|
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2025-N-2193]

Agency Information Collection
Activities; Announcement of Office of
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AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is publishing a
list of information collections that have
been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Domini Bean, Office of Operations,
Food and Drug Administration, Three
White Flint North, 10A-12M, 11601
Landsdown St., North Bethesda, MD
20852, 301-796-5733, PHAStaﬁ[@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: The
following is a list of FDA information
collections recently approved by OMB
under section 3507 of the Paperwork
Reduction Act of 1995 (44 U.S.C. 3507).
The OMB control number and
expiration date of OMB approval for
each information collection are shown
in table 1. Copies of the supporting
statements for the information
collections are available on the internet
at https://www.reginfo.gov/public/do/
PRAMain. An Agency may not conduct
or sponsor, and a person is not required
to respond to, a collection of
information unless it displays a
currently valid OMB control number.

TABLE 1—LIST OF INFORMATION COLLECTIONS APPROVED BY OMB

Title of collection OMBN%?ntroI Datgx?)?r%rsoval
Registration of Producers of Drugs and Listing of Drugs in Commercial Distribution ............ccccccoiviiiiiniiniinnnene 0910-0045 07/31/2028
Financial Disclosure by Clinical INVESHAtors ...........ccccooiiiiiiiiii e 0910-0396 07/31/2028
MDUFMA Small Business Qualification CertifiCation ............cceoirerieririinieeneee e e 0910-0508 07/31/2028
Biosimilar User Fee Program ...........ccccoiiiiiiiiiii i 0910-0718 07/31/2028
General Drug Labeling Provisions and OTC Monograph Drug User Fee Submissions .. 0910-0340 07/31/2028
Applications for FDA Approval to Market @ New Drug .........ccoccoeiiiiiiiiiiniccnicneeeeeeen 0910-0001 07/31/2027
Prescription Drug Advertisements and Product COmMmUNICAtIONS .........cccoiiiiiiiiiiriiiee e 0910-0686 07/31/2028
Medical Device Labeling REqUIFEMENTS .........c.oiiiiiiiiiiicce e s 0910-0485 07/31/2028
Interstate Shellfish Dealer's CertifiCate ..........cooiiiiiiiiee e e 0910-0021 07/31/2028
Postmarketing Adverse Drug Experience Reporting ..........cccooiiiiiiiiiiiii e 0910-0230 07/31/2028
Labeling Requirements for Human Prescription Drug and Biological Products ............cccoeeeeiieiiiiiiiinnieeneeneeee, 0910-0572 07/31/2028
Pharmaceutical Distribution SUPPLY CRaiN ........c.eiiiiiiiiiiiiie ettt 0910-0806 08/31/2028
Export Notification and Recordkeeping REqQUIFEMENTS .........cooiiiiiiiiiiiiiiieie e et 0910-0482 09/30/2028
Tobacco Products, User Fees, Requirements for the Submission of Data Needed to Calculate User Fees for
Domestic Manufacturers and Importers of Tobacco ProducCtS ............ccecveiiiiiiiiiiiie e 0910-0749 09/30/2028

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-18621 Filed 9—24-25; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
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Food and Drug Administration
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Expedited Programs for Regenerative
Medicine Therapies for Serious
Conditions; Draft Guidance for
Industry; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA, Agency, or we) is
announcing the availability of a draft
document entitled “Expedited Programs
for Regenerative Medicine Therapies for
Serious Conditions; Draft Guidance for
Industry.” The draft guidance document
provides sponsors engaged in the
development of regenerative medicine
therapies for serious or life-threatening
diseases or conditions with FDA’s
recommendations on the expedited
development and review of these
therapies. This draft guidance, when
finalized, will supersede the final
guidance of the same title dated
February 2019.

DATES: Submit either electronic or

written comments on the draft guidance
by November 24, 2025 to ensure that the
Agency considers your comment on this

draft guidance before it begins work on
the final version of the guidance.

ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

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


https://www.reginfo.gov/public/do/PRAMain
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https://www.regulations.gov
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