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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copies of the draft guidance to the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. 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access to the draft guidance document.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:
Tiffany Ricks, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 22, Rm. 2102,
Silver Spring, MD 20993, 240—402—
0380.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of
a draft guidance for industry entitled

“Oncology Pharmaceuticals:
Streamlined Nonclinical Safety Studies
for Biologics and Conjugated Products.”
When finalized, this guidance will assist
sponsors in implementing streamlined
approaches for nonclinical safety
assessments of certain oncology
pharmaceuticals. This guidance is
intended to facilitate drug development
for biological products and conjugated
products for the treatment of cancer
while avoiding unnecessary animal use.
The recommendations in this draft
guidance are informed by data analysis
of general toxicology studies and
practices developed during the COVID-
19 pandemic to reduce use of non-
human primates. When finalized, the
guidance will provide recommendations
for general toxicology studies with
primary focus on 3-month toxicology
studies. The guidance does not address
nonclinical safety assessments for
impurities or excipients.

This 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 “Oncology Pharmaceuticals:
Streamlined Nonclinical Safety Studies
for Biologics and Conjugated Products.”
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.

As we develop final guidance on this
topic, FDA will consider comments on
costs or cost savings the guidance may
generate, relevant for Executive Order
14192.

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 312 relating
to pre IND drug developmental
activities and investigational new drug
applications have been approved under
OMB control number 0910-0014. The
collections of information in 21 CFR
part 314 relating to new drug
applications have been approved under
OMB control number 0910-0001. The
collections of information in 21 CFR
part 601 relating to biologics license
applications have been approved under
OMB control number 0910-0338.

II1. Electronic Access

Persons with access to the internet
may obtain the draft guidance at https://
www.fda.gov/drugs/guidance-
compliance-regulatory-information/
guidances-drugs, https://www.fda.gov/
regulatory-information/search-fda-
guidance-documents, or https://
www.regulations.gov.

Grace R. Graham,
Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026-10873 Filed 5-29-26; 8:45 am|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Notice of Supplemental Funding for
the Black Lung Data and Resource
Center

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

ACTION: Notice of supplemental funding.

SUMMARY: HRSA provides support
through a cooperative agreement to the
Black Lung Data and Resource Center
(BLDRC) to provide technical assistance
to clinics funded through the Black
Lung Clinics Program. The BLDRC
provides support and improvements
related to patient-level data collection
and analysis, clinic operations, and the
quality and breadth of clinic services.
This single source award is for July 1,
2026, to June 30, 2027. This single
source award will help the BLDRC
refine and enhance their data collection
and analysis activities.

FOR FURTHER INFORMATION CONTACT:
Anna Feins, Black Lung Program
Coordinator, Community Based
Division, Federal Office of Rural Health
Policy, HRSA, at afeins@hrsa.gov and
301-287-0251.
SUPPLEMENTARY INFORMATION:

Intended Recipient of the Award:
University of Illinois, Chicago.

Amount of Non-Competitive Award:
$50,000.

Project Period: July 1, 2026, to June
30, 2027.

Assistance Listing Number: 93.965.

Award Instrument: Cooperative
Agreement.

Authority: Section 711(b) of the Social
Security Act (42 U.S.C. 912(b)).
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TABLE 1—RECIPIENT AND AWARD AMOUNT
Grant No. Award recipient name City, State Award amount
U3ARH54844 ......... University of HliNOIS .......coociiiiiiiiiie e, Chicago, IL ...oooiiiiiiiieeeeee e $50,000

Justification: This funding will
provide a one-time single source award
to the University of Illinois, Chicago via
BLDRC with a budget period of July 1,
2026, to June 30, 2027. This award will
allow the University of Illinois, Chicago
to build on past and ongoing projects
supported by HRSA to improve patient-
level data collection and analysis, as
well as clinic operations and the quality
and breadth of clinic services related to
the Federal Office of Rural Health
Policy-funded Black Lung Clinics
Program. The University of Illinois,
Chicago is the recipient of the only
award under the program and has over
a decade of experience identifying,
developing, and training clinic
stakeholders on data-related technical
assistance for the Black Lung Clinics
Program. The award will give BLDRC
the resources to refine, enhance, and
strengthen their data collection and data
analysis capabilities.

Margaret M. Bush,
Deputy Administrator.

[FR Doc. 2026-10850 Filed 5-29-26; 8:45 am|
BILLING CODE 4165-15-P

Address: National Eye Institute, 6700B
Rockledge Drive, Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Hyo-Jung Anna Han,
Acting Director, Division of Extramural
Activities, National Eye Institute, 6700B
Rockledge Drive, Bethesda, MD 20892,
anna.han@nih.gov.

Information is also available on the
Institute’s/Center’s home page: https://
www.nei.nih.gov/about/advisory-committees/
national-advisory-eye-council-naec, where an
agenda and any additional information for
the meeting will be posted when available.

Dated: May 27, 2026.
Rosalind M. Niamke,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2026-10811 Filed 5-29-26; 8:45 am]
BILLING CODE 4167-05-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Eye Institute; Notice of Closed
Meeting

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of a
meeting of the National Advisory Eye
Council.

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
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
Eye Council.

Date: July 17, 2026.

Time: 10:00 a.m. to 11:00 a.m.

Agenda: To review and evaluate grant
applications.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meetings.

The meetings 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
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Biological Chemistry
and Macromolecular Biophysics Integrated
Review Group; Chemical Biology and Probes
Study Section.

Date: June 29-30, 2026.

Time: 9:30 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Prema Chandrasekhar Iyer,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 480-1821, prema.iyer@nih.gov.

Name of Committee: Emerging
Technologies and Training Neurosciences
Integrated Review Group; Bioengineering and
Tissue Engineering for Neuroscience Study
Section, Bioengineering and Tissue Engineer
for Neuroscience Study Section.

Date: June 29-30, 2026.

Time: 10:00 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Tina Tze-Tsang Tang,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Suite 3030,
Bethesda, MD 20817, (301) 435—4436, tangt@
mail.nih.gov.

Name of Committee: Endocrinology,
Metabolism, Nutrition and Reproductive
Sciences Integrated Review Group;
Pathophysiology of Obesity and Metabolic
Disease Study Section.

Date: June 29, 2026.

Time: 10:00 a.m. to 11:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Latha Malaiyandi, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 812Q,
Bethesda, MD 20892, (301) 435-1999,
malaiyandilm@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; RFA-DK—
26-313: Single Source for Continuation of the
AMP CMD Knowledge Portal.

Date: June 29, 2026.

Time: 10:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Bruce Sundstrom, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 435-5000, jay.sundstrom@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Chemistry, Biochemistry &
Biophysics.

Date: June 29-30, 2026.

Time: 10:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.
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