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Hydrochloride) Capsules 10 Milligrams,
18 Milligrams, 25 Milligrams, 40
Milligrams, 60 Milligrams, 80
Milligrams, and 100 Milligram, was
being discontinued, and FDA moved the
drug product to the ‘“Discontinued Drug
Product List” section of the Orange
Book.

Rosemont Pharmaceuticals Holdings,
Inc submitted a citizen petition dated
December 4, 2025 (Docket No. FDA—
2025-P-6868), under 21 CFR 10.30,
requesting that the Agency determine
whether STRATTERA (Atomoxetine
Hydrochloride) 10 Milligrams, 18
Milligrams, 25 Milligrams, 40
Milligrams, 60 Milligrams, 80
Milligrams, and 100 Milligrams
capsules were withdrawn from sale for
reasons of safety or effectiveness.
Although the citizen petition did not
address the 5 Milligrams strength, that
strength has also been discontinued. On
our own initiative, we have also
determined whether that strength was
withdrawn for safety or effectiveness
reasons.

After considering the citizen petition
and reviewing Agency records and
based on the information we have at this
time, FDA has determined under
§314.161 that STRATTERA
(Atomoxetine Hydrochloride) 5
Milligrams, 10 Milligrams, 18
Milligrams, 25 Milligrams, 40
Milligrams, 60 Milligrams, 80
Milligrams, and 100 Milligrams
capsules, were not withdrawn for
reasons of safety or effectiveness. The
petitioner has identified no data or other
information suggesting that
STRATTERA (Atomoxetine
Hydrochloride) 5 Milligrams, 10
Milligrams, 18 Milligrams, 25
Milligrams, 40 Milligrams, 60
Milligrams, 80 Milligrams, and 100
Milligrams capsules were withdrawn for
reasons of safety or effectiveness. We
have carefully reviewed our files for
records concerning the withdrawal of
STRATTERA (Atomoxetine
Hydrochloride) 5 Milligrams, 10
Milligrams, 18 Milligrams, 25
Milligrams, 40 Milligrams, 60
Milligrams, 80 Milligrams, and 100
Milligrams capsules, from sale. We have
also independently evaluated relevant
literature and data for possible
postmarketing adverse events. We have
reviewed the available evidence and
determined that this drug product was
not withdrawn from sale for reasons of
safety or effectiveness.

Accordingly, the Agency will
continue to list STRATTERA
(Atomoxetine Hydrochloride) 5
Milligrams, 10 Milligrams, 18
Milligrams, 25 Milligrams, 40
Milligrams, 60 Milligrams, 80

Milligrams, and 100 Milligrams
capsules, in the “Discontinued Drug
Product List” section of the Orange
Book. The “Discontinued Drug Product
List”” delineates, among other items,
drug products that have been
discontinued from marketing for reasons
other than safety or effectiveness. FDA
will not begin procedures to withdraw
approval of approved ANDAs that refer
to this drug product. Additional ANDAs
for this drug product may also be
approved by the Agency as long as they
meet all other legal and regulatory
requirements for the approval of
ANDAs. If FDA determines that labeling
for this drug product should be revised
to meet current standards, the Agency
will advise ANDA applicants to submit
such labeling.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026—-06661 Filed 4—3—-26; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Submission for OMB Review; 30-Day
Comment Request; Hazardous Waste
Worker Training—42 CFR Part 65,
National Institute of Environmental
Health Sciences (NIEHS)

Correction

In notice document 2026-05238
appearing on pages 13043—13044 in the
issue of Wednesday, March 18, 2026,
make the following correction:

On page 13043, in the third column,
in the DATES section, ‘“March 18, 2026”
should read “April 17, 2026”".

[FR Doc. C1-2026-05238 Filed 4—3-26; 8:45 am]
BILLING CODE 0099-10-P

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: Center for Scientific
Review Special Emphasis Panel; Special:
Integrative Myocardial Physiology.

Date: April 28, 2026.

Time: 9:30 a.m. to 7:00 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: Sara Ahlgren, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Rm. 4136,
Bethesda, MD 20892, 301-435-0904,
sara.ahlgren@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Ruth L. Kirschstein National
Research Service Award.

Date: April 29-30, 2026.

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

Agenda: To review and evaluate grant
applications.

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

Meeting Format: Virtual Meeting.

Contact Person: Anita T. Tandle, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (240) 204—0329, tandlea@
mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Understanding Mechanistic Impacts of
Micro- and Nanoplastics in Organ/Tissue
Dysfunction.

Date: April 29, 2026.

Time: 10:00 a.m. to 2:30 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: Leroy Worth, Ph.D.,
Scientific Review Officer, Scientific Review
Branch, Division of Extramural Research and
Training Nat. Institute of Environmental
Health Sciences, P.O. Box 12233, MD EC-30/
Room 3171, Research Triangle Park, NC
27709, (984) 287-3340, worth@niehs.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Auditory, Sensory-Motor,
Language, Communication and Related
Neuroscience.

Date: April 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: Kausik Ray, Ph.D.,
Scientific Review Officer, Center for
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Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20852, (301) 402-3587, rayk@mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Bacterial
Innate Immunomodulation and Pathogenesis.

Date: April 29, 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: Mairi Noverr, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20852, (240) 747-7530, mairi.noverr@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Career
Development Grants in Clinical Care, Disease
Management and Health Outcomes.

Date: April 30-May 1, 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: Cheryl K. Nordstrom,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20852, 301-402—-6711, cheryl.nordstrom@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Topics in
Cellular Mechanisms of Aging and
Development.

Date: April 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.

Meeting Format: Virtual Meeting.

Contact Person: Mirela Milescu, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, mirela.milescu@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Member
Conflict: Topics on Autoimmunity,
Immunology and Transplantation.

Date: April 30, 2026.

Time: 10:00 a.m. to 2:00 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: Philip Owens, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Dr., Bethesda, MD

20892, (301) 594-7394, owensp2@csr.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,

93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: April 2, 2026,
Rosalind M. Niamke,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2026—06651 Filed 4-3-26; 8:45 am]
BILLING CODE 4140-01-P

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: Center for Scientific
Review Special Emphasis Panel; Topics in
Health Services Research: Aging and
Optimization of the Workforce.

Date: April 28-29, 2026.

Time: 9:00 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: Keary A. Cope, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 209-A,
Bethesda, MD 20892-7924, (301) 594-5976,
copeka@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Topics in
Basic and Translational Cancer Research.

Date: April 28, 2026.

Time: 9:00 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: David G. Ransom, Ph.D.,
Scientific Review Officer, Special Review
Branch, Division of Extramural Activities,
9609 Medical Center Drive, Room 7W124,
National Cancer Institute, NIH Rockville, MD
20850, (240) 276—6351, david.ransom@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR Panel:
Academic Industrial Partnerships for
Translation of Medical Technologies.

Date: April 28, 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: Weihua Luo, MD, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5114,
MSC 7854, Bethesda, MD 20892, 301-435—
1170, luow@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Mentored
Career Development Award Applications.

Date: April 29, 2026.

Time: 9:30 a.m. to 6:30 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: Srihari Seshadri, Ph.D.,
Scientific Review Officer, Center for
Scientific Review—EMS Review Branch,
National Institutes of Health, 6701 Rockledge
Dr. (RK2), Bethesda, MD 20817, (301) 594—
4738, srihari.seshadri@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; S15/R24
Shared-Use Biomedical Research Equipment.

Date: April 29, 2026.

Time: 9:30 a.m. to 6:30 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: Stephanie Nicole Hicks,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 480-5710, hickssn@
mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Topics in
cellular and molecular mechanisms of the
nervous system.

Date: April 29-30, 2026.

Time: 9:30 a.m. to 5:30 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: Ipolia R. Ramadan, Ph.D.,
Scientific Review Officer, Scientific Review
Branch, Division of Extramural Research,
National Institute on Drug Abuse, NIH,
Bethesda, MD 20892, (301) 827—4471,
ramadanir@mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR Panel:
Rare Diseases Clinical Research Consortia
(RDCRC).

Date: April 29, 2026.
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