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Dated: December 1, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–26564 Filed 12–6–22; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2017–D–6580] 

Homeopathic Drug Products; 
Guidance for Food and Drug 
Administration Staff and 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 final 
guidance for FDA staff and industry 
entitled ‘‘Homeopathic Drug Products.’’ 
The guidance describes how FDA 
intends to prioritize enforcement and 
regulatory action with regard to drug 
products, including biological products, 
labeled as homeopathic and marketed in 
the United States without the required 
FDA approval. 
DATES: The announcement of the 
guidance is published in the Federal 
Register on December 7, 2022. 
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: 
• 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: 
• 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–6580 for ‘‘Homeopathic Drug 
Products; Guidance for Food and Drug 
Administration Staff and Industry; 
Availability.’’ Received comments will 
be placed in the docket and, except for 
those submitted as ‘‘Confidential 
Submissions,’’ publicly viewable at 
https://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 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 to 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: 
Elaine Lippmann, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 51, Rm. 6238, 
Silver Spring, MD 20993, 301–796– 
3602, Elaine.Lippmann@fda.hhs.gov; or 
Stephen Ripley, Center for Biologics 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 71, Rm. 7301, 
Silver Spring, MD 20993, 240–402– 
7911, Stephen.Ripley@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register on October 25, 
2019 (84 FR 57441), FDA announced the 
availability of a revised draft guidance 
for FDA staff and industry entitled 
‘‘Drug Products Labeled as 
Homeopathic.’’ This revised draft 
guidance was intended to describe how 
FDA intends to prioritize enforcement 
and regulatory action with regard to 
drug products, including biological 
products, labeled as homeopathic and 
marketed in the United States without 
the required FDA approval. After review 
of the comments received on the revised 
draft guidance, as well as comments on 
the original draft guidance published on 
December 20, 2017, we are issuing this 
final guidance with minor revisions for 
clarity and transparency. 
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As part of the process of issuing this 
final guidance, FDA has also taken into 
consideration the Citizen Petition filed 
on behalf of Americans for Homeopathy 
Choice received by FDA on June 5, 
2020, the reasoning set forth in FDA’s 
response to that Petition, and the 
references cited therein. And as part of 
the process of issuing FDA’s response to 
that Petition, FDA has taken into 
consideration the comments received on 
the original and revised draft guidances, 
the reasoning set forth in this final 
guidance, and the references cited 
therein. 

This final guidance is being issued 
consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 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 
This guidance contains no collection 

of information. Therefore, clearance by 
the Office of Management and Budget 
under the Paperwork Reduction Act of 
1995 is not required. 

III. Electronic Access 
Persons with access to the internet 

may obtain the guidance at https:// 
www.fda.gov/Drugs/ 
GuidanceComplianceRegulatory
Information/Guidances/default.htm, 
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. 

Dated: December 1, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–26567 Filed 12–6–22; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Advisory Committee on 
Children and Disasters; Meeting 

AGENCY: Office of the Assistant 
Secretary for Strategic Preparedness and 
Response (ASPR), Department of Health 
and Human Services (HHS). 
ACTION: Notice. 

SUMMARY: The National Advisory 
Committee on Children and Disasters 
(NACCD or the Committee) is required 
by section 2811A of the PHS Act, as 
amended by the Pandemic and All 

Hazards Preparedness and Advancing 
Innovation Act (PAHPAIA) and 
governed by the provisions of the 
Federal Advisory Committee Act 
(FACA). The NACCD shall evaluate 
issues and programs and provide 
findings, advice, and recommendations 
to the Secretary of HHS and ASPR to 
support and enhance all-hazards public 
health and medical preparedness, 
response, and recovery aimed at 
meeting the unique needs of children 
and their families across the entire 
spectrum of their wellbeing. The 
Secretary of HHS has formally delegated 
authority to operate the NACCD to 
ASPR. 
DATES: The NACCD will conduct a 
public meeting (virtual) on January 18, 
2023 to discuss, finalize and vote on an 
initial set of recommendations to the 
HHS Secretary and ASPR regarding 
challenges, opportunities, and priorities 
for national public health and medical 
preparedness, response and recovery, 
specific to the needs of children and 
their families in disasters. A more 
detailed agenda and meeting registration 
link will be available on the NACCD 
meeting website https://www.phe.gov/ 
Preparedness/legal/boards/naccd/ 
Pages/default.aspx. 
ADDRESSES: Members of the public may 
attend the meeting via a toll-free phone 
number or Zoom teleconference, which 
requires pre-registration. The meeting 
link to pre-register will be posted on 
https://www.phe.gov/Preparedness/ 
legal/boards/naccd/Pages/default.aspx. 
Members of the public may provide 
written comments or submit questions 
for consideration to the NACCD at any 
time via email to NACCD@hhs.gov. 
Members of the public are also 
encouraged to provide comments after 
the meeting. 
FOR FURTHER INFORMATION CONTACT: 
Zhoowan Jackson, NACCD Designated 
Federal Officer, Office of the Assistant 
Secretary for Strategic Preparedness and 
Response (ASPR), Department of Health 
and Human Services (HHS), 
Washington, DC; 202–205–4217, 
NACCD@hhs.gov. 
SUPPLEMENTARY INFORMATION: The 
NACCD invites those who are involved 
in or represent a relevant industry, 
academia, health profession, health care 
consumer organization, or state, Tribal, 
territorial, or local government to 
request up to four minutes to address 
the committee live via Zoom. Requests 
to provide remarks to the NACCD 
during the public meeting must be sent 
to NACCD@hhs.gov at least 15 days 
prior to the meeting along with a brief 
description of the topic. We would 
specifically like to request inputs from 

the public on disaster behavioral health, 
COVID–19 pandemic lessons learned 
and other challenges, opportunities, and 
strategic priorities for national public 
health and medical preparedness, 
response and recovery specific to the 
needs of children and their families in 
disasters 

Dawn O’Connell, 
Assistant Secretary for Preparedness and 
Response. 
[FR Doc. 2022–26561 Filed 12–6–22; 8:45 am] 

BILLING CODE 4150–37–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Drug Abuse; 
Notice of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications 
and/or contract proposals and the 
discussions could disclose confidential 
trade secrets or commercial property 
such as patentable material, and 
personal information concerning 
individuals associated with the grant 
applications and/or contract proposals, 
the disclosure of which would 
constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute on 
Drug Abuse Special Emphasis Panel; 
Production of Cannabis and Related 
Materials for Research. 

Date: January 6, 2023. 
Time: 10:00 a.m. to 2:00 p.m. 
Agenda: To review and evaluate contract 

proposals. 
Place: National Institutes of Health, 

National Institute on Drug Abuse, 301 North 
Stonestreet Avenue, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: Preethy Nayar, Ph.D., 
M.B.B.S., Scientific Review Officer, Scientific 
Review Branch, National Institute on Drug 
Abuse, NIH, 301 North Stonestreet Avenue, 
MSC 6021, Bethesda, MD 20892, (301) 443– 
4577, nayarp2@csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.277, Drug Abuse Scientist 
Development Award for Clinicians, Scientist 
Development Awards, and Research Scientist 
Awards; 93.278, Drug Abuse National 
Research Service Awards for Research 
Training; 93.279, Drug Abuse and Addiction 
Research Programs, National Institutes of 
Health, HHS) 
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