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Therefore, you should always check
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 the meeting.

SUPPLEMENTARY INFORMATION:

Agenda: The meeting presentations
will be heard, viewed, captioned, and
recorded through an online
teleconferencing and/or video
conferencing platform. The Committee
will discuss supplemental biologics
license application (sBLA) 761069/S—
043, for IMFINZI (durvalumab)
injection, submitted by AstraZeneca UK
Limited. The proposed indication (use)
is IMFINZI in combination with
chemotherapy as neoadjuvant treatment,
followed by IMFINZI as monotherapy
after surgery, for the treatment of adult
patients with resectable non-small cell
lung cancer (NSCLC). The Committee
will also be asked to discuss whether
drug sponsors should be required to
adequately justify treatment of patients
both before and after surgery for
resectable NSCLC prior to an approval
that would include both neoadjuvant
and adjuvant therapy.

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 on FDA’s
website at the time of the advisory
committee meeting. Background
material and the link to the online
teleconference and/or video conference
meeting will be available at https://
www.fda.gov/AdvisoryCommittees/
Calendar/default.htm. Scroll down to
the appropriate advisory committee
meeting link. The meeting will include
slide presentations with audio and
video components to allow the
presentation of materials for online
participants 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. All electronic and
written submissions to the Docket (see
ADDRESSES) on or before July 11, 2024,
will be provided to the Committee. Oral
presentations from the public will be
scheduled between approximately 12:15
p-m. and 1:15 p.m. Eastern Time and
will take place entirely through an
online meeting platform. Those
individuals interested in making formal
oral presentations should notify the

contact person and submit a brief
statement of the general nature of the
evidence or arguments they wish to
present, the names and addresses of
proposed participants, and an
indication of the approximate time
requested to make their presentation on
or before July 2, 2024. 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. The contact person will
notify interested persons regarding their
request to speak by July 3, 2024.

For press inquiries, please contact the
Office of Media Affairs at fdaoma@
fda.hhs.gov or 301-796—4540.

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 Takyiah
Stevenson (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.

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
§10.19 (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 both in-
person and using an online meeting
platform. 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. The conditions for
issuance of a waiver under § 10.19 are
met.

Dated: June 4, 2024.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2024-12532 Filed 6-6-24; 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 8,
2024.

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 0910-0186. 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.

Irradiation in the Production,
Processing, and Handling of Food

OMB Control Number 0910-0186—
Extension

This information collection supports
FDA regulations. Under sections 201(s)
and 409 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321(s) and 348),
food irradiation is subject to regulation
by FDA under the food additive
premarket approval provisions. The
regulations providing for uses of
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irradiation in the production,
processing, and handling of food are
found in part 179 (21 CFR part 179). To
ensure safe use of a radiation source,
§179.21(b)(1) requires that the label of
sources bear appropriate and accurate
information identifying the source of
radiation and the maximum (or
minimum and maximum) energy of the
emitted radiation. Section 179.21(b)(2)
requires that the label or accompanying
labeling bear adequate directions for
installation and use and a statement
supplied by us that indicates maximum
dose of radiation allowed. Section
179.26(c) requires that the label or
accompanying labeling bear a logo and
a radiation disclosure statement. Section
179.25(e) requires that food processors
who treat food with radiation make and
retain, for 1 year past the expected shelf
life of the products up to a maximum of
3 years, specified records relating to the
irradiation process (e.g., the food
treated, lot identification, scheduled
process, etc.). The records required by

§ 179.25(e) are used by our inspectors to
assess compliance with the regulation
that establishes limits within which
radiation may be safely used to treat

food. We cannot ensure safe use without
a method to assess compliance with the
dose limits, and there are no practicable
methods for analyzing most foods to
determine whether they have been
treated with ionizing radiation and are
within the limitations set forth in part
179. Records inspection is the only way
to determine whether firms are
complying with the regulations for
treatment of foods with ionizing
radiation.

Description of Respondents:
Respondents to the information
collection are businesses engaged in the
irradiation of food.

In the Federal Register of January 23,
2024 (89 FR 4311), FDA published a 60-
day notice requesting public comment
on the proposed collection of
information. One comment related to
the PRA was received which suggested
that FDA could enhance and improve
the information received in this
collection of information by clarifying
reporting requirements, detailing
consistent guidelines, conducting
training and educational programs to
increase understanding, and integrating
technology into the process. The

comment also indicated that regular
audits and checks should be instituted,
and the implementation of these
suggestions will increase the quality of
the information being collected.

FDA strives to protect the public
health and safety in irradiated food and
packaging. FDA’s website at https://
www.fda.gov/food/food-ingredients-
packaging/irradiation-food-packaging
provides a discussion of FDA’s
regulation of irradiated food as well as
information about the history, science,
and regulations of irradiated food and
packaging. In addition, FDA offers
educational webinars, such as the joint
CFSAN/JIFSAN webinar on Food
Packaging and Irradiation. This webinar
can be found on YouTube at https://
www.youtube.com/watch?v=
X3rYqwHx KU. This webinar provides
some clarification on food processing
and handling of irradiated food. FDA
also conducts inspections on an as-
needed basis to check on the accuracy
of the records being maintained by food
processors and to ensure the safety of
irradiated food and packaging.

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

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1

Number of Average
21 CFR section re?grrg}?:é oérs records per To:glcgpdnsual burden per Total hours
P recordkeeper recordkeeping
179.25(e), large processors .........ccccvceeveeeiveeneesieeennns 4 300 1,200 1 1,200
179.25(e), small ProCeSSOrs ......ceevueeercveeesieieesseneennns 4 30 120 1 120
TOMAL ettt ente | eeeseesseesneesnennres | seeeseeesneeseenneees | eesieeesieesieeneeans | eeseeenseeseeeneeenn 1,320

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. Our
estimate of the recordkeeping burden
under §179.25(e) is based on our
experience regulating the safe use of
radiation as a direct food additive. The
number of firms who process food using
irradiation is extremely limited. We
estimate that there are four irradiation
plants whose business is devoted
primarily (i.e., approximately 100
percent) to irradiation of food and other
agricultural products. Four other firms
also irradiate small quantities of food.
We estimate that this irradiation
accounts for no more than 10 percent of
the business for each of these firms.
Therefore, the average estimated burden
is based on four facilities devoting 100
percent of their business to food
irradiation, and four facilities devoting
10 percent of their business to food
irradiation.

No burden has been estimated for the
labeling requirements in §§ 179.21(b)(1),
179.21(b)(2), and 179.26(c) because the
disclosures are supplied by FDA. Under
5 CFR 1320.3(c)(2), the public
disclosure of information originally
supplied by the Federal Government to
the recipient for the purpose of
disclosure to the public is not subject to
review by OMB under the PRA.

Dated: June 4, 2024.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 202412536 Filed 6-6—24; 8:45 am]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2024-N-0008]

Advisory Committee; Arthritis
Advisory Committee; Renewal

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice; renewal of Federal
advisory committee.

SUMMARY: The Food and Drug
Administration (FDA or the Agency) is
announcing the renewal of the Arthritis
Advisory Committee by the
Commissioner of Food and Drugs (the
Commissioner). The Commissioner has
determined that it is in the public
interest to renew the Arthritis Advisory
Committee for an additional 2 years
beyond the charter expiration date. The
new charter will be in effect until the
April 5, 2026, expiration date.
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