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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 guidance to the Policy and 
Regulations Staff (HFV–6), Center for 
Veterinary Medicine, Food and Drug 
Administration, 7500 Standish Pl., 
Rockville, MD 20855. 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: 
Karen Sussman, Center for Veterinary 
Medicine (HFV–114), Food and Drug 
Administration, 7500 Standish Pl., 
Rockville MD 20855, 240–402–0876, 
karen.sussman@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of April 5, 
2023 (88 FR 20170), FDA published the 
notice of availability for a draft guidance 
entitled ‘‘Human User Safety in New 
and Abbreviated New Animal Drug 
Applications’’ giving interested persons 
until June 5, 2023, to comment on the 
draft guidance. FDA received one 
comment submission on the draft 
guidance, and the comments in that 
submission were considered as the 
guidance was finalized. The final 
guidance was revised to clarify 
recommendations regarding the use of 
non-animal based or other alternative 
methods to demonstrate user safety, use 
of labeling language to address risks to 
the human user, and elements of drug 
handling prior to administration. Other 
editorial changes were also made to 
improve clarity. The guidance 

announced in this notice finalizes the 
draft guidance dated April 2023. 

This level 1 guidance is being issued 
consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 
The guidance represents the current 
thinking of FDA on ‘‘Human User Safety 
in New and Abbreviated New Animal 
Drug Applications.’’ 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. 

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 511 have 
been approved under OMB control 
number 0910–0117; the collections of 
information in 21 CFR part 514 have 
been approved under OMB control 
number 0910–0032; and the collections 
of information in 512(n)(1) of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360b(n)(1)) have been 
approved under OMB control number 
0910–0669. 

III. Electronic Access 

Persons with access to the internet 
may obtain the guidance at https://
www.fda.gov/AnimalVeterinary/ 
GuidanceComplianceEnforcement/ 
GuidanceforIndustry/default.htm, 
https://www.fda.gov/regulatory- 
information/search-fda-guidance- 
documents, or https://
www.regulations.gov. 

Dated: June 17, 2024. 

Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2024–13655 Filed 6–20–24; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or the Agency) is 
requesting that any industry 
organizations interested in participating 
in the selection of nonvoting industry 
representatives to serve on its public 
advisory committees for the Center for 
Drug Evaluation and Research (CDER) 
notify FDA in writing. FDA is also 
requesting nominations for nonvoting 
industry representatives to serve on 
CDER’s public advisory committees. A 
nominee may either be self-nominated 
or nominated by an organization to 
serve as a nonvoting industry 
representative. Nominations will be 
accepted for current vacancies effective 
with this notice. 
DATES: Any industry organization 
interested in participating in the 
selection of an appropriate nonvoting 
member to represent industry interests 
must send a letter stating that interest to 
FDA by July 22, 2024 (see sections I and 
II of this document for further details). 
Concurrently, nomination materials for 
prospective candidates should be sent to 
FDA by July 22, 2024. 
ADDRESSES: All statements of interest 
from industry organizations interested 
in participating in the selection process 
of nonvoting industry representative 
nominations should be sent to Nicholas 
Marsh (see FOR FURTHER INFORMATION 
CONTACT). All nominations for 
nonvoting industry representatives may 
be submitted electronically by accessing 
the FDA Advisory Committee 
Membership Nomination Portal at: 
https://www.accessdata.fda.gov/scripts/
FACTRSPortal/FACTRS/index.cfm or by 
mail to Division of Advisory Committee 
and Consultant Management, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 31, Rm. 2418, 
Silver Spring, MD 20993–0002. 
Information about becoming a member 
of an FDA advisory committee can also 
be obtained by visiting FDA’s website 
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at: https://www.fda.gov/Advisory
Committees/default.htm. 
FOR FURTHER INFORMATION CONTACT: 
Nicholas Marsh, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 31, Rm. 2418, 
Silver Spring, MD 20993–0002, 240– 
402–5357, nicholas.marsh@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: The 
Agency intends to add a nonvoting 
industry representative to the following 
advisory committees: 

I. CDER Advisory Committees 

A. Anesthetic and Analgesic Drug 
Products Advisory Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in anesthesiology 
and surgery. 

B. Cardiovascular and Renal Drugs 
Advisory Committee 

Reviews and evaluates available data 
on the safety and effectiveness of 
marketed and investigational human 
drug products for use in the treatment 
of cardiovascular and renal disorders. 

C. Gastrointestinal Drugs Advisory 
Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in the treatment 
of gastrointestinal diseases. 

D. Medical Imaging Drugs Advisory 
Committee 

Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational human 
drug products for use in diagnostic and 
therapeutic procedures using 
radioactive pharmaceuticals and 
contrast media used in diagnostic 
radiology. 

E. Obstetrics, Reproductive and Urologic 
Drugs Advisory Committee (Formerly 
Bone, Reproductive and Urologic Drugs 
Advisory Committee) 

Reviews and evaluates available data 
on the safety and effectiveness of 
marketed and investigational human 
drugs for use in the practice of 
obstetrics, gynecology, urology, and 
related specialties. 

F. Pharmaceutical Science and Clinical 
Pharmacology Advisory Committee 

Reviews and evaluates scientific, 
clinical, and technical issues related to 
the safety and effectiveness of drug 
products for use in the treatment of a 
broad spectrum of human diseases. 

G. Pharmacy Compounding Advisory 
Committee 

Provides advice on scientific, 
technical, and medical issues 
concerning drug compounding. 

II. Selection Procedure 

Any industry organization interested 
in participating in the selection of an 
appropriate nonvoting member to 
represent industry interests should send 
a letter stating that interest to the FDA 
contact (see FOR FURTHER INFORMATION 
CONTACT) within 30 days of publication 
of this document (see DATES). Within the 
subsequent 30 days, FDA will send a 
letter to each organization that has 
expressed an interest, attaching a 
complete list of all such organizations 
and a list of all nominees along with 
their current resumes. The letter will 
also state that it is the responsibility of 
the interested organizations to confer 
with one another and to select a 
candidate, within 60 days after the 
receipt of the FDA letter, to serve as the 
nonvoting member to represent industry 
interests for the committee. The 
interested organizations are not bound 
by the list of nominees in selecting a 
candidate. However, if no individual is 
selected within 60 days, the 
Commissioner of Food and Drugs will 
select the nonvoting member to 
represent industry interests. 

III. Application Procedure 

Individuals may self-nominate and/or 
an organization may nominate one or 
more individuals to serve as a nonvoting 
industry representative. Contact 
information, a current curriculum vitae, 
and the name of the committee of 
interest should be sent to the FDA 
Advisory Committee Membership 
Nomination Portal (see ADDRESSES) 
within 30 days of publication of this 
document (see DATES). FDA will forward 
all nominations to the organizations 
expressing interest in participating in 
the selection process for the committee. 
(Persons who nominate themselves as 
nonvoting industry representatives will 
not participate in the selection process.) 

FDA seeks to include the views of 
women and men, members of all racial 
and ethnic groups, and individuals with 
and without disabilities on its advisory 
committees and, therefore, encourages 
nominations of appropriately qualified 
candidates from these groups. 

This notice is issued under the 
Federal Advisory Committee Act (5 
U.S.C. 1001 et seq.) and 21 CFR part 14, 
relating to advisory committees. 

Dated: June 17, 2024. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2024–13672 Filed 6–20–24; 8:45 am] 
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AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing an opportunity for public 
comment on the proposed collection of 
certain information by the Agency. 
Under the Paperwork Reduction Act of 
1995 (PRA), Federal Agencies are 
required to publish notice in the 
Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, and 
to allow 60 days for public comment in 
response to the notice. This notice 
solicits comments on the information 
collection titled Generic Clearance for 
the Collection of Quantitative Data on 
Tobacco Products and Communications. 
DATES: Either electronic or written 
comments on the collection of 
information must be submitted by 
August 20, 2024. 
ADDRESSES: You may submit comments 
as follows. Please note that late, 
untimely filed comments will not be 
considered. The https://
www.regulations.gov electronic filing 
system will accept comments until 
11:59 p.m. Eastern Time at the end of 
August 20, 2024. Comments received by 
mail/hand delivery/courier (for written/ 
paper submissions) will be considered 
timely if they are received on or before 
that date. 

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 
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