
37231 Federal Register / Vol. 89, No. 88 / Monday, May 6, 2024 / Notices 

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 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for electronic access to the draft 
guidance document. 
FOR FURTHER INFORMATION CONTACT: Mai 
Huynh, Center for Veterinary Medicine 
(HFV–140), Food and Drug 
Administration, 7500 Standish Place, 
Rockville, MD 20855, 240–402–0669, 
Mai.Huynh@fda.hhs.gov 
SUPPLEMENTARY INFORMATION: 

I. Background

FDA is announcing the availability of
a draft GFI #290 (VICH GL61) entitled 
‘‘Pharmaceutical Development.’’ This 
draft guidance describes the suggested 
contents for the Pharmaceutical 
Development section, which provides 
an opportunity to present the 
knowledge gained through the 
application of scientific approaches and 
quality risk management to the 
development of a product and its 
manufacturing process. The 

Pharmaceutical Development section is 
intended to provide a comprehensive 
understanding of the product and 
manufacturing process for reviewers 
and investigators. 

FDA has participated in efforts to 
enhance international harmonization 
and is committed to seeking 
scientifically based harmonized 
technical procedures for pharmaceutical 
development. One of the goals of 
harmonization is to identify, and then 
reduce, differences in technical 
requirements for drug development 
among regulatory agencies in different 
countries. FDA has actively participated 
in the International Council for 
Harmonisation of Technical 
Requirements for Pharmaceuticals for 
Human Use to develop harmonized 
technical requirements for the approval 
of human pharmaceutical and biological 
products among the European Union, 
Japan, and the United States. The VICH 
is a parallel initiative for veterinary 
medicinal products. The goal of the 
VICH is to develop harmonized 
technical requirements for the approval 
of veterinary medicinal products in the 
European Union, Japan, and the United 
States, and receives input from both 
regulatory and industry representatives. 

The VICH Steering Committee is 
composed of member representatives 
from the European Commission and 
European Medicines Agency; 
AnimalhealthEurope; FDA—Center for 
Veterinary Medicine and U.S. 
Department of Agriculture—Center for 
Veterinary Biologics; the U.S. Animal 
Health Institute; the Japanese Ministry 
of Agriculture, Forestry and Fisheries; 
and the Japanese Veterinary Products 
Association. There are 10 observers to 
the VICH Steering Committee: one 
representative from government and one 
representative from industry of 
Australia, New Zealand, Canada, South 
Africa, and the United Kingdom. The 
World Organisation for Animal Health 
is an associate member of the VICH. The 
VICH Secretariat, which coordinates the 
preparation of documentation, is 
provided by HealthforAnimals. 

This level 1 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 ‘‘Pharmaceutical 
Development.’’ 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 514 have 
been approved under OMB control 
numbers 0910–0032; the collections of 
information in 21 CFR part 511 have 
been approved under OMB control 
number 0910–0117; 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 draft 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: May 1, 2024. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2024–09777 Filed 5–3–24; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) announces a 
forthcoming public advisory committee 
meeting of the Tobacco Products 
Scientific Advisory Committee 
(TPSAC). The general function of the 
committee is to provide advice and 
recommendations to the Agency on 
FDA’s regulatory issues. The meeting 
will be open to the public. 
DATES: The meeting will be held on June 
26, 2024, from 9 a.m. to 4:30 p.m. EST. 
ADDRESSES: FDA White Oak Campus, 
10903 New Hampshire Ave., Bldg. 31 
Conference Center, the Great Room (Rm. 
1503), Silver Spring, MD 20993. The 
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public will have the option to 
participate, and the advisory committee 
meeting will be heard, viewed, 
captioned, and recorded through an 
online teleconferencing and/or video 
conferencing platform. Answers to 
commonly asked questions about FDA 
advisory committee meetings, including 
information regarding special 
accommodations due to a disability, 
visitor parking, and transportation, may 
be accessed at: https://www.fda.gov/ 
AdvisoryCommittees/AboutAdvisory
Committees/ucm408555.htm. 

For those unable to attend in person, 
the meeting will also be webcast and 
will be available at the following link: 
https://fda.zoomgov.com/j/1604157441
?pwd=YkVzZ28vNHQrVXh3
ZlhrTmlHaFVzZz09. 

FOR FURTHER INFORMATION CONTACT: 
Serina Hunter-Thomas, Office of 
Science, Center for Tobacco Products, 
Food and Drug Administration, 
Document Control Center, Bldg. 71, Rm. 
G335, 10903 New Hampshire Ave., 
Silver Spring, MD 20993–0002, 1–877– 
287–1373, email: TPSAC@fda.hhs.gov, 
or FDA Advisory Committee 
Information Line, 1–800–741–8138 
(301–443–0572 in the Washington, DC 
area). A notice in the Federal Register 
about last minute modifications that 
impact a previously announced 
advisory committee meeting cannot 
always be published quickly enough to 
provide timely notice. Therefore, you 
should always check the Agency’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 coming to the meeting. 
SUPPLEMENTARY INFORMATION: 

Agenda: On June 26, 2024, the Center 
for Tobacco Product’s TPSAC will 
convene for one open session, during 
which the committee will discuss the 
renewal of a risk modification order, 
submitted by Swedish Match USA, Inc. 
for the following loose snus and 
portioned snus products: 
• MR0000020: General Loose 
• MR0000021: General Dry Mint 

Portion Original Mini 
• MR0000022: General Portion Original 

Large 
• MR0000024: General Classic Blend 

Portion White Large—12 ct 
• MR0000025: General Mint Portion 

White Large 
• MR0000027: General Nordic Mint 

Portion White Large—12 ct 
• MR0000028: General Portion White 

Large 

• MR0000029: General Wintergreen 
Portion White Large 
Additional discussion about broader 

Modified Risk Tobacco Products 
program developments related to the 
conceptualization and measurement of 
consumer understanding will also 
occur. 

The meeting presentations will be 
heard, viewed, captioned, and recorded 
through an online teleconferencing and/ 
or video conferencing platform. 

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 at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s website after 
the meeting. Background material is 
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 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. Written 
submissions may be made to the contact 
person on or before June 20, 2024. Oral 
presentations from the public will be 
scheduled between approximately 1:30 
p.m. and 2:30 p.m. EST on June 26, 
2024. Those individuals interested in 
making formal oral presentations should 
notify the contact person (see FOR 
FURTHER INFORMATION CONTACT) and 
submit a brief statement describing the 
general nature of the evidence or 
arguments they wish to present and the 
names and email addresses of proposed 
participants, whether they would like to 
present online or in person, on or before 
June 11, 2024, by 5 p.m. Eastern Time. 
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. Similarly, room 
for interested persons to participate in- 
person may be limited. If the number of 
registrants requesting to speak in-person 
during the open public hearing is 
greater than can be reasonably 
accommodated in the venue for the in- 
person portion of the advisory 

committee meeting, FDA may conduct a 
lottery to determine the speakers who 
will be invited to participate in person. 
The contact person will notify 
interested persons regarding their 
request to speak by June 12, 2024. 

Persons attending FDA’s advisory 
committee meetings are advised that the 
Agency is not responsible for providing 
access to electrical outlets. 

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 Serina Hunter- 
Thomas at least 7 days in advance of the 
meeting (see FOR FURTHER INFORMATION 
CONTACT). 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our website at 
https://www.fda.gov/ 
AdvisoryCommittees/AboutAdvisory
Committees/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 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 using an online 
meeting platform in conjunction with 
the physical meeting room (see 
location). 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 21 CFR 10.19 
are met. 

Dated: May 1, 2024. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2024–09786 Filed 5–3–24; 8:45 am] 
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