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TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN *

: : Number of Average
Voluntary National Retail Program Standards Number of Total annual
i (August 2022)g respondents rerser;%rgi%segte r responses bﬁ;ﬁ’fé‘ngsr Total hours
Program self-assessments for element Nos. 1 500 1 500 | 92.3 ..o 46,150
through 8.
Program element No. 9; risk factor study and inter- 500 1 500 | 333 ..o 166,500
vention strategy.
Program Verification audit .............cccoooiiiiiiiiiinins 500 1 500 | 46.15 ..cociiiiiiis 23,075
Program records; associated documentation/mainte- 500 1 500 | 94.29 ....ccoeiiiiiiien 47,145
nance of worksheets, assessments, associated
program tools.
FDA Form 3958; VNRFP National Registry Report .... 500 1 500 | 0.1 (6 minutes) ....... 50
Requests for program documentation (dedicated 500 3 1,500 | 0.1 (6 minutes) ...... 150
email).
Proposed Form FDA 5017; Waiver of Annual Mainte- 10 1 10 | 0.35 (21 minutes) .. 3.5
nance Requirement.
Proposed Form FDA 5018; Food Safety Inspection 130 1 130 | 0.35 (21 minutes) .. 43
Officer Annual Maintenance.
Proposed Form FDA 5019; Food Safety Inspection 14 1 14 | 0.35 (21 minutes) ... 5
Officer Nomination.
................................................ 4154 | e 283,121.5

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

Our estimate of burden for the
associated program activities as
identified in table 1 is based on our
experience with the information
collection, along with other regulatory
standards programs we administer.
Upon reorganizing the collection to
reflect the cumulative activities, we
have accounted for burden that may be
attributable recordkeeping for risk-factor
studies and verification tasks that may
have been previously overlooked. The
burden we attribute to completing and
submitting FDA Form 3958, “Voluntary
National Retail Food Regulatory
Program Standards FDA National
Registry Report,” is exclusive of other
program records, which we account for
in row 4. We have also accounted for
burden we assume will be attendant to
the completion and submission of
newly developed Agency forms. As a
result of these changes and adjustments,
the information collection reflects an
increase of 235,776.5 hours and 1,654
responses annually.

Dated: June 23, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-13930 Filed 6-29-23; 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:
JonnaLynn Capezzuto, Office of
Operations, Food and Drug
Administration, Three White Flint
North, 10A-12M, 11601 Landsdown St.,
North Bethesda, MD 20852, 301-796—
3794, 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 OMBNC(:)c.)ntroI Datgxi?r%rsoval
Hazard Analysis and Critical Control Point (HACCP) Procedures for the Safe and Sanitary Processing and Im-

POIING OF JUICE ... et a e e b e e s b e s b e e st e e ba e s b e beesaneas 0910-0466 4/30/2026
Monthly MORNIOFNG STUAY ..ottt sttt e e bt e b e e s et e beesabeesbeeaabeesaeeenteesseeenbeeaneeenneas 0910-0914 4/30/2026
Premarket Approval of MediCal DEVICES .........iiiuiiiiiiiieiie ettt st et sie e bt e saeeesbeesareenseeaas 0910-0231 5/31/2026
Patent Term Restoration, Due Diligence Petitions, Filing, Format, and Content of Petitions ..........c.ccccocviennens 0910-0233 5/31/2026
Infant FOrmula REQUIFEMENTS ... ..oiiiiiiiiii ettt ettt ettt h e e st et sab e e s ae e e ane e saneereesaneens 0910-0256 5/31/2026
Testing Communications on Medical Devices and Radiation-Emitting Products ...........ccccevirieiiniencnecicnccee 0910-0678 5/31/2026
Tracking Network for PETNet, LivestockNet, and SampleNet ..........c.cooiiiiiiiiiiiii e 0910-0680 5/31/2026
Required Warnings for Cigarette Packages and AdVertiSEMENLS ........ccccooiiiiiiiiiiiiiie e 0910-0877 5/31/2026
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Dated: June 26, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023—-13936 Filed 6—29-23; 8:45 am|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2021-D-1096]

Chronic Rhinosinusitis With Nasal
Polyps: Developing Drugs for
Treatment; Guidance for Industry;
Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a final
guidance for industry entitled “Chronic
Rhinosinusitis With Nasal Polyps:
Developing Drugs for Treatment.” The
purpose of this guidance is to assist
sponsors in the development of drugs or
biological products for the treatment of
chronic rhinosinusitis with nasal polyps
(CRSwNP). Specifically, this guidance
addresses FDA'’s current thinking
regarding trial population and design,
effectiveness, statistical analysis, and
safety for drugs being developed for the
treatment of CRSwNP. This guidance
finalizes the draft guidance of the same
title issued on December 10, 2021.
DATES: The announcement of the
guidance is published in the Federal
Register on June 30, 2023.

ADDRESSES: You may submit either
electronic or written comments on
Agency guidances 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.
¢ 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.

¢ 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—
2021-D-1096 for “Chronic
Rhinosinusitis With Nasal Polyps:
Developing Drugs for Treatment.”
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 this guidance to the Division
of Drug Information, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10001 New
Hampshire Ave., Hillandale Building,
4th Floor, Silver Spring, MD 20993—
0002; or the Office of Communication,
Outreach, and Development, Center for
Biologics Evaluation and Research,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 71, Rm.
3128, Silver Spring, MD 20993-0002.
Send one self-addressed adhesive label
to assist that office in processing your
requests. See the SUPPLEMENTARY
INFORMATION section for electronic
access to the guidance document.

FOR FURTHER INFORMATION CONTACT:
Rekha Jhamnani, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 22, Rm. 3395,
Silver Spring, MD 20993-0002, 301—
796—5636; or Diane Maloney, Center for
Biologics Evaluation and Research,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 71, Rm.
7301, Silver Spring, MD 20993-0002,
240-402-7911.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of
a guidance for industry entitled
“Chronic Rhinosinusitis With Nasal
Polyps: Developing Drugs for
Treatment.” The guidance provides
recommendations for sponsors
developing products for the treatment of
CRSwNP. Specifically, this guidance
represents FDA’s current thinking
regarding trial population and design,
effectiveness, statistical analysis, and
safety for drugs being developed for the
treatment of CRSwNP. This guidance
does not address the clinical
development of drugs for the treatment
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