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3737, ogc@fmcs.gov, 250 E St. SW, 
Washington, DC 20427. 
SUPPLEMENTARY INFORMATION: Sec. 
4314(c)(1) through (5) of title 5, U.S.C., 
requires each agency to establish, in 
accordance with regulations prescribed 
by the Office of Personnel Management, 
one or more performance review boards. 
The board shall review and evaluate the 
initial appraisal of a senior executive’s 
performance by the supervisor, along 
with any recommendations to the 
appointing authority relative to the 
performance of the senior executive. 

The members of FMCS’s Performance 
Review Board are: 
1. Adrienne Adger, Director, Office of 

Human Resources (Chair and non- 
voting member), Federal Mediation 
and Conciliation Service 

2. Julie Berko, Chief Operating Officer, 
Federal Mediation and Conciliation 
Service 

3. Sarah Cudahy, Deputy Director, Field 
Operations, Federal Mediation and 
Conciliation Service 

4. Rodney W. Rivera Jr., External Career 
SES member, Associate Director for 
Administration, National Institute of 
Child Health and Human 
Development, National Institutes of 
Health 
Dated: September 2, 2026. 

Anna Davis, 
General Counsel. 
[FR Doc. 2026–18129 Filed 9–3–26; 8:45 am] 

BILLING CODE 6732–01–P 

FEDERAL RESERVE SYSTEM 

Change in Bank Control Notices; 
Acquisitions of Shares of a Bank or 
Bank Holding Company 

The notificants listed below have 
applied under the Change in Bank 
Control Act (Act) (12 U.S.C. 1817(j)) and 
§ 225.41 of the Board’s Regulation Y (12 
CFR 225.41) to acquire shares of a bank 
or bank holding company. The factors 
that are considered in acting on the 
applications are set forth in paragraph 7 
of the Act (12 U.S.C. 1817(j)(7)). 

The public portions of the 
applications listed below, as well as 
other related filings required by the 
Board, if any, are available for 
immediate inspection at the Federal 
Reserve Bank(s) indicated below and at 
the offices of the Board of Governors. 
This information may also be obtained 
on an expedited basis, upon request, by 
contacting the appropriate Federal 
Reserve Bank and from the Board’s 
Freedom of Information Office at 
https://www.federalreserve.gov/foia/ 
request.htm. Interested persons may 

express their views in writing on the 
standards enumerated in paragraph 7 of 
the Act. 

Comments received are subject to 
public disclosure. In general, comments 
received will be made available without 
change and will not be modified to 
remove personal or business 
information including confidential, 
contact, or other identifying 
information. Comments should not 
include any information such as 
confidential information that would not 
be appropriate for public disclosure. 

Comments regarding each of these 
applications must be received at the 
Reserve Bank indicated or the offices of 
the Board of Governors, Benjamin W. 
McDonough, Secretary of the Board, 
20th Street and Constitution Avenue 
NW, Washington, DC 20551–0001, not 
later than September 21, 2026. 

A. Federal Reserve Bank of Chicago 
(Christopher Koopmans, Senior Vice 
President) 230 South LaSalle Street, 
Chicago, Illinois 60690–1414. 
Comments can also be sent 
electronically to 
Comments.applications@chi.frb.org: 

1. Jamie A. Hagenow, Verona, 
Wisconsin; Carrie E. Jones, Platteville, 
Wisconsin; Valerie Battisti, Palatine, 
Illinois; Baline Stamm, and the Jeffrey L. 
Stamm Trust, Jeffrey L. Stamm, as 
trustee, all of Lena, Illinois; the Cali R. 
Lelle Trust A, Cali R. Lelle, as trustee, 
; and the Cali Lelle Revocable Living 
Trust, Cali R. Lelle and Larry Lelle, as 
co-trustees, all of Arlington Heights, 
Illinois; to join the Lelle-Stamm Family 
Group, a group acting in concert, to 
retain voting shares of First Lena 
Corporation. and thereby indirectly 
retain voting shares of Citizens State 
Bank, both of Lena, Illinois. 

Board of Governors of the Federal Reserve 
System. 
Michele Taylor Fennell, 
Associate Secretary of the Board. 
[FR Doc. 2026–18187 Filed 9–3–26; 8:45 am] 

BILLING CODE 6210–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2026–N–9550] 

Advancing Development of Botanical 
Drug Products; Request for 
Information 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice; request for information; 
establishment of a public docket. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
opening a public docket to solicit 
comments on FDA’s efforts to advance 
development of botanical drug products 
(BDPs). FDA is publishing this request 
for information to better understand 
stakeholders’ perspectives on the state 
of BDP development in the United 
States, challenges encountered, and 
potential solutions to gathering the 
information required by the Federal 
Food, Drug, and Cosmetic Act (FD&C 
Act). 

DATES: Submit either electronic or 
written comments, data, or information 
by November 3, 2026. 
ADDRESSES: You may submit comments, 
data, and information 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 
November 3, 2026. 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 
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 
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1 See section 201(g)(1) of the FD&C Act (21 U.S.C. 
321(g)(1)) for the definition of the term ‘‘drug’’. For 
more information on BDPs, see FDA’s web page 
‘‘What is a Botanical Drug?’’ at https://www.fda.gov/ 
about-fda/cder-offices-and-divisions/what- 
botanical-drug. 

2 The draft guidance for industry ‘‘Botanical Drug 
Products’’ was issued in August 2000, finalized in 
June 2004, and later revised in August 2015, at 
which point the title was revised to ‘‘Botanical Drug 
Development.’’ This revised draft guidance was 
finalized in December 2016. Available at https://
www.fda.gov/media/93113/download. 

3 OTC monograph drugs can be marketed without 
an approved drug application under section 505 of 
the FD&C Act (21 U.S.C. 355) if they meet the 
requirements of section 505G of the FD&C Act (21 
U.S.C. 355h), including applicable conditions in an 
OTC monograph and other applicable requirements. 
An OTC monograph establishes conditions, such as 
active ingredients, uses (indications), doses, routes 
of administration, labeling, and testing, under 
which an OTC drug in a given therapeutic category 
is generally recognized as safe and effective for its 
intended use. 

4 For more information on this roundtable, see 
https://reaganudall.org/projects/botanical-drug- 
development-roundtable. 

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– 
2026–N–9550 for ‘‘Advancing 
Development of Botanical Drug 
Products; Request for Information.’’ 
Received comments, those filed in a 
timely manner (see ADDRESSES), 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. 
FOR FURTHER INFORMATION CONTACT: 
Caroline Huang, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 51, Rm. 6117, 
Silver Spring, MD 20993–0002, 855– 
543–3784, botanicaldrugproducts@
fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 
There is broad public interest in 

botanical products among consumers, 
researchers, clinicians, industry, the 
U.S. Federal Government, and 
international regulators. Consumers 
report widespread use of botanical 
products for self-treatment of a variety 
of conditions. In light of this, FDA seeks 
to facilitate additional research on 
botanicals, with the goal of accelerating 
drug product development and review 
of clinical treatments in this space. 

In this notice, the terms ‘‘botanicals,’’ 
‘‘botanical drug products,’’ and ‘‘BDPs’’ 
refer to drug products that include or 
may be derived from plant materials, 
algae, macroscopic fungi, or 
combinations thereof and that are 
intended for use in the diagnosis, cure, 
mitigation, treatment, or prevention of 
disease in humans.1 BDPs may be 
available as, but are not limited to, 
solutions (e.g., tea), powders, tablets, 
capsules, tinctures, topicals, or 
injections. 

The inherent heterogeneity of 
botanicals creates unique challenges in 
research, product development, and 
regulatory review. In recognition of 
these unique considerations, FDA 
published the guidance for industry 
‘‘Botanical Drug Development’’ on 
December 29, 2016 (81 FR 96018) 
(available at https://www.fda.gov/ 
media/93113/download),2 outlining 
recommendations related to 
characterization, quality control, 
clinical investigation, and regulatory 
considerations for BDPs. Despite 
increasing interest in plant-based 
medicines, researchers and developers 
of botanicals report a variety of 
challenges, such as clinical trial design 
and implementation, production quality 

and consistency, and other development 
considerations. 

To date, four botanical products have 
been approved for marketing as 
prescription drugs under the new drug 
application (NDA) and biologics license 
application (BLA) pathways. The three 
NDAs include drug products containing 
the active ingredients sinecatechins, 
crofelemer, and birch triterpenes, 
respectively. The BLA contains the 
active ingredient anacaulase-bcdb. 
Additionally, botanical active 
ingredients such as psyllium and witch 
hazel can be marketed under certain 
over-the-counter (OTC) monographs.3 

Building on the lessons learned from 
these marketed products and the 
Agency’s experience with other BDP 
development programs, FDA seeks to 
accelerate development of BDPs. As part 
of this effort, FDA recently collaborated 
on a roundtable to gather information on 
challenges and opportunities for 
development of BDPs.4 External 
roundtable participants identified 
several potential opportunities to 
accelerate the development and review 
of BDPs, such as incorporating real- 
world evidence to inform fit-for-purpose 
BDP development programs, identifying 
and applying appropriate quality 
frameworks to address batch-to-batch 
variability and ensure reproducibility, 
and increasing education and outreach 
to align understanding across the 
development ecosystem. 

II. Topics for Public Input 
FDA seeks information and comments 

from researchers, clinicians, industry 
members, and other interested parties 
on the following questions: 

1. Research and BDP development 
experience: 

a. What challenges, if any, have you 
encountered in botanical research or 
drug product development programs 
which you have led or to which you 
have contributed? For example, have 
you encountered specific challenges in 
studies in healthy volunteers compared 
to studies in patient populations, or vice 
versa? Provide detailed information and 
comments on the progress of and 
challenges for these programs. 
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b. How are you using existing FDA 
resources to advance development of 
BDPs, if at all? 

c. What systems, processes, and/or 
standard practices do you have in place 
as part of your drug product 
development program that facilitate 
gathering the information required by 
the FD&C Act and the implementing 
regulations in Title 21 of the Code of 
Federal Regulations (21 CFR)? 

2. General challenges: 
a. What challenges have you 

experienced or do you foresee for BDP 
development (e.g., scientific and 
economic)? 

b. What are the challenges, regulatory 
or otherwise, in developing minimally 
purified or whole plant products versus 
highly purified or isolate products? 

3. General opportunities: 
a. What innovative approaches can 

FDA and/or industry take to support 
and accelerate BDP development? 

b. What approaches have been 
successful in streamlining BDP 
development without impacting safety, 
efficacy, or quality of the BDP? 

c. Which specific updates (e.g., to 
guidance or other materials) would 
provide clarity on FDA’s approach to 
botanicals? 

d. What opportunities exist for 
standards development (e.g., quality 
standards) outside of FDA to support 
advancements in BDP development and 
review? 

e. What scientifically credible study 
designs are best suited for complex 
botanical mixtures, and how should 
those be assessed (e.g., with respect to 
safety, efficacy, and quality)? 

f. How could information from 
botanicals with well-established use, 
generally accepted scientific knowledge, 
and/or real-world evidence be utilized 
to facilitate development? 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–18133 Filed 9–3–26; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Agency Information Collection 
Activities: Submission to OMB for 
Review and Approval; Public Comment 
Request; Information Collection 
Request Title: Rural Communities 
Opioid Response Program 
Performance Measures, OMB No. 
0906–XXXX–New 

AGENCY: Health Resources and Services 
Administration (HRSA), Department of 
Health and Human Services. 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act of 1995, 
HRSA submitted an Information 
Collection Request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval. Comments 
submitted during the first public review 
of this ICR will be provided to OMB. 
OMB will accept further comments from 
the public during the review and 
approval period. OMB may act on 
HRSA’s ICR only after the 30-day 
comment period for this notice has 
closed. 

DATES: Comments on this ICR should be 
received no later than October 5, 2026. 
ADDRESSES: Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 
notice to 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. 
FOR FURTHER INFORMATION CONTACT: To 
request a copy of the clearance requests 
submitted to OMB for review, email 
Samantha Miller, the HRSA Information 
Collection Clearance Officer, at 
paperwork@hrsa.gov or call (301) 443– 
9094. 
SUPPLEMENTARY INFORMATION: 
Information Collection Request Title: 
Rural Communities Opioid Response 
Program Performance Measures, OMB 
No. 0906–XXXX–New. 

Abstract: HRSA administers the Rural 
Communities Opioid Response Program 
(RCORP), which is authorized by 
Section 711(b)(5) of the Social Security 
Act (42 U.S.C. 912(b)(5)) and is a multi- 
initiative program that aims to: (1) 
support treatment for and prevention of 
substance use disorder (SUD), including 
opioid use disorder (OUD); and (2) 
reduce morbidity and mortality 

associated with SUD, including OUD, 
by improving access to and delivering 
prevention, treatment, and recovery 
support services to high-risk rural 
communities. To support this purpose, 
RCORP grant initiatives include: 

• RCORP-Northern Border Rural 
Workforce which aims to improve 
health care in rural areas within the 
Northern Border Regional Commission’s 
service area by enhancing behavioral 
health workforce capacity. 

• RCORP-Pathways which aims to 
create innovative new youth-focused 
behavioral health care support 
programs, while also offering behavioral 
health care career pathway 
opportunities in rural communities. 

• RCORP-Overdose Response 
recipients address immediate needs in 
rural areas through improving access to 
capacity for, and sustainability of 
prevention, treatment, and recovery 
services for SUD. 

A 60-day notice published in the 
Federal Register on May 27, 2026, vol. 
91, No.101; pp. 31464–65. There were 
no public comments. 

Need and Proposed Use of the 
Information: Due to the growth in the 
number of grant initiatives included 
within RCORP, as well as emerging SUD 
and other behavioral health trends in 
rural communities, HRSA is submitting 
a new ICR that includes performance 
measures for the new RCORP-Northern 
Border Rural Workforce, Pathways, and 
Overdose Response grant programs. 
HRSA developed performance measures 
to provide data on each RCORP 
initiative and to enable HRSA to 
provide aggregate program data required 
by Congress under the Government 
Performance and Results Act of 1993. 
These measures cover the principal 
topic areas of interest to HRSA, 
including: (a) provision of, and referral 
to, rural behavioral health care services, 
including SUD prevention, treatment, 
and recovery support services; (b) 
behavioral health care, including SUD 
prevention, treatment, and recovery, 
process and outcomes; (c) provider 
prevention, treatment, and recovery 
services; (d) sustainability; and (e) 
development of workforce/career 
pathway programs. Performance 
measures for the RCORP initiative 
include common elements about 
consortium/network activities, direct 
services provided and service access, 
workforce, and sustainability while also 
capturing tailored measures for each 
specific program. 

Likely Respondents: The respondents 
will be the recipients of RCORP- 
Northern Border Rural Workforce, 
Pathways, and Overdose Response grant 
programs 

VerDate Sep<11>2014 18:10 Sep 03, 2026 Jkt 268001 PO 00000 Frm 00061 Fmt 4703 Sfmt 4703 E:\FR\FM\04SEN1.SGM 04SEN1lo
tte

r 
on

 D
S

K
8B

H
N

X
B

4P
R

O
D

 w
ith

 N
O

T
IC

E
S

1

http://www.reginfo.gov/public/do/PRAMain
http://www.reginfo.gov/public/do/PRAMain
mailto:paperwork@hrsa.gov

		Superintendent of Documents
	2026-09-04T01:38:22-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




