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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may obtain the draft guidance at https:// 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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Agency Information Collection 
Activities; Announcement of Office of 
Management and Budget Approvals 

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, PRAStaff@
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 OMB Control 
No. 

Date approval 
expires 

Registration of Producers of Drugs and Listing of Drugs in Commercial Distribution ............................................ 0910–0045 07/31/2028 
Financial Disclosure by Clinical Investigators ......................................................................................................... 0910–0396 07/31/2028 
MDUFMA Small Business Qualification Certification .............................................................................................. 0910–0508 07/31/2028 
Biosimilar User Fee Program .................................................................................................................................. 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 a New Drug ........................................................................................... 0910–0001 07/31/2027 
Prescription Drug Advertisements and Product Communications .......................................................................... 0910–0686 07/31/2028 
Medical Device Labeling Requirements .................................................................................................................. 0910–0485 07/31/2028 
Interstate Shellfish Dealer’s Certificate ................................................................................................................... 0910–0021 07/31/2028 
Postmarketing Adverse Drug Experience Reporting ............................................................................................... 0910–0230 07/31/2028 
Labeling Requirements for Human Prescription Drug and Biological Products ..................................................... 0910–0572 07/31/2028 
Pharmaceutical Distribution Supply Chain .............................................................................................................. 0910–0806 08/31/2028 
Export Notification and Recordkeeping Requirements ........................................................................................... 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 Products ............................................................................ 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 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2017–D–6159] 

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: 

• 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 
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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. 

• 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: 
• 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. 

• 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– 
2017–D–6159 for ‘‘Expedited Programs 
for Regenerative Medicine Therapies for 
Serious Conditions; 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. 

• 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 1– 
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: 
Andrew C. Harvan, 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 guidance entitled ‘‘Expedited 
Programs for Regenerative Medicine 
Therapies for Serious Conditions; Draft 
Guidance for Industry.’’ The draft 
guidance document describes the 
expedited programs available to 
sponsors of regenerative medicine 
therapies for serious or life-threatening 
diseases or conditions (referred to in the 
guidance as ‘‘serious conditions’’), 
including those products designated as 
regenerative advanced therapies (which 
FDA refers to as ‘‘regenerative medicine 
advanced therapy’’ (RMAT) 
designation); provides information 
about the provisions in the 21st Century 
Cures Act (Pub. L. 114–225) regarding 
the use of the accelerated approval 
pathway for regenerative medicine 

therapies that have been granted 
designation as an RMAT; describes how 
CBER will encourage flexibility in 
clinical trial design to facilitate the 
development of data to demonstrate the 
safety and effectiveness of regenerative 
medicine therapies that are being 
developed to address unmet needs in 
patients with serious conditions; 
provides additional thinking on post- 
approval requirements and on 
approaches and processes relating to 
chemistry, manufacturing, and controls; 
and describes the opportunities for 
sponsors of regenerative medicine 
therapies to interact with CBER review 
staff. 

FDA is issuing this draft guidance in 
accordance with a commitment outlined 
in the reauthorization of the 
Prescription Drug User Fee Act (PDUFA 
VII) under the 2022 FDA User Fee 
Reauthorization Act. 

This draft guidance, when finalized, 
will supersede the guidance entitled, 
‘‘Expedited Programs for Regenerative 
Medicine Therapies for Serious 
Conditions; Guidance for Industry’’ 
dated February 2019. 

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 ‘‘Expedited Programs for 
Regenerative Medicine Therapies for 
Serious Conditions.’’ 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 312 have 
been approved under OMB control 
number 0910–0014; the collections of 
information in 21 CFR part 314 and the 
collections of information regarding 
formal meetings described in the draft 
guidance, ‘‘Formal Meetings Between 
the FDA and Sponsors or Applicants of 
PDUFA Products,’’ have been approved 
under OMB control number 0910–0001; 
the collections of information in 21 CFR 
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part 601 have been approved under 
OMB control number 0910–0338; the 
collections of information for expedited 
programs in ‘‘Guidance for Industry: 
Expedited Programs for Serious 
Conditions—Drugs and Biologics’’ have 
been approved under OMB control 
number 0910–0765. 

III. Electronic Access 

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. 2025–18653 Filed 9–24–25; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2025–N–0426] 

Agency Information Collection 
Activities; Submission for Office of 
Management and Budget Review; 
Comment Request; Agreement for 
Shipment of Devices for Sterilization 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

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 October 27, 
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 0910–0131. 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. 

Agreement for Shipment of Devices for 
Sterilization—21 CFR 801.150 

OMB Control Number 0910–0131— 
Extension 

This information collection helps to 
support FDA regulations. Under 
sections 501(c) and 502(a) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
351(c) and 352(a)), nonsterile devices 
that are labeled as sterile but are in 
interstate transit to a facility to be 

sterilized are adulterated and 
misbranded. FDA regulations at 
§ 801.150(e) (21 CFR 801.150(e)) 
establish a control mechanism by which 
firms may manufacture and label 
medical devices as sterile at one 
establishment and ship the devices in 
interstate commerce for sterilization at 
another establishment, a practice that 
facilitates the processing of devices and 
is economically necessary for some 
firms. 

Under § 801.150(e)(1), manufacturers 
and sterilizers may sign an agreement 
containing the following: (1) contact 
information of the firms involved and 
the identification of the signature 
authority of the shipper and receiver, (2) 
instructions for maintaining 
accountability of the number of units in 
each shipment, (3) acknowledgment that 
the devices that are nonsterile are being 
shipped for further processing, and (4) 
specifications for sterilization 
processing. This agreement allows the 
manufacturer to ship misbranded 
products to be sterilized without 
initiating regulatory action and provides 
FDA with a means to protect consumers 
from use of nonsterile products. During 
routine plant inspections, FDA normally 
reviews agreements that must be kept 
for 2 years after final shipment or 
delivery of devices (see § 801.150(a)(2)). 
The respondents to this collection of 
information are device manufacturers 
and contract sterilizers. 

In the Federal Register of July 2, 2025 
(90 FR 29022), FDA published a 60-day 
notice requesting public comment on 
the proposed collection of information. 
Although one comment was received, it 
was not responsive to the four collection 
of information topics solicited. 

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

TABLE 1—ESTIMATED ANNUAL RECORDKEEPING BURDEN 1 

21 CFR part; activity Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Average burden 
per response 

Total 
hours 

Record retention, 801.150(a)(2) .................................................. 218 37.5 8,175 .5 (30 minutes) ..... 4,088 

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

FDA’s estimate of the reporting 
burden is based on data obtained from 
industry in recent years. It is estimated 
that each of the firms subject to this 
requirement prepares an average of 37.5 
written agreements each year. This 
estimate varies greatly, from 1 to 218, 
because some firms provide sterilization 
services on a part-time basis for only 1 
customer, while others are large 

facilities with many customers. The 
average time required to prepare each 
written agreement is estimated to be 4 
hours. This estimate varies depending 
on whether the agreement is the initial 
agreement or an annual renewal, on the 
format each firm elects to use, and on 
the length of time required to reach 
agreement. The estimate applies only to 
those portions of the written agreement 

that pertain to the requirements 
imposed by this regulation. The written 
agreement generally also includes 
contractual agreements that are a usual 
and customary business practice. The 
recordkeeping requirements of 
§ 801.150(a)(2) consist of making copies 
and maintaining the records required 
under the third-party disclosure section 
of this collection. 
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