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SUMMARY: The Food and Drug
Administration (FDA or Agency) has
determined that RIOMET (metformin
hydrochloride) Oral Solution, 500
milligrams (mg)/5 milliliters (mL) has
not been withdrawn from sale for
reasons of safety or effectiveness. This
determination means that FDA will not
begin procedures to withdraw approval
of abbreviated new drug applications
(ANDASs) that refer to this drug product,
and it will allow FDA to continue to
approve ANDAs that refer to the
product as long as they meet relevant
legal and regulatory requirements.

FOR FURTHER INFORMATION CONTACT:
Tereza Hess, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 51, Rm. 6286, Silver Spring,
MD 20993-0002, 301-796-1546,
tereza.hess@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: Section
505(j) of the Federal Food, Drug, and
Cosmetic Act (FD&C Act) (21 U.S.C.
355(j)) allows the submission of an
ANDA to market a generic version of a
previously approved drug product. To
obtain approval, the ANDA applicant
must show, among other things, that the
generic drug product: (1) has the same
active ingredient(s), dosage form, route
of administration, strength, conditions
of use, and (with certain exceptions)
labeling as the listed drug, which is a
version of the drug that was previously
approved and (2) is bioequivalent to the
listed drug. ANDA applicants do not
have to repeat the extensive clinical
testing otherwise necessary to gain
approval of a new drug application
(NDA).

Section 505(j)(7) of the FD&C Act
requires FDA to publish a list of all
approved drugs. FDA publishes this list
as part of the “Approved Drug Products
With Therapeutic Equivalence
Evaluations,” which is known generally
as the “Orange Book.” Under FDA
regulations, drugs are removed from the
list if the Agency withdraws or
suspends approval of the drug’s NDA or
ANDA for reasons of safety or
effectiveness or if FDA determines that
the listed drug was withdrawn from sale
for reasons of safety or effectiveness (21
CFR 314.162).

A person may petition the Agency to
determine, or the Agency may
determine on its own initiative, whether
a listed drug was withdrawn from sale
for reasons of safety or effectiveness.
This determination may be made at any
time after the drug has been withdrawn
from sale, but must be made prior to
approving an ANDA that refers to the

listed drug (§314.161 (21 CFR 314.161)).

FDA may not approve an ANDA that
does not refer to a listed drug.

RIOMET (metformin hydrochloride)
Oral Solution, 500 mg/5 mL, is the
subject of NDA 021591, held by
Ranbaxy Signature LLC, and initially
approved on September 11, 2003.
RIOMET is a biguanide indicated as an
adjunct to diet and exercise to improve
glycemic control in adults and pediatric
patients 10 years of age and older with
type 2 diabetes mellitus.

In a letter dated November 14, 2022,
Ranbaxy Signature LLC notified FDA
that RIOMET (metformin hydrochloride)
Oral Solution, 500 mg/5 mL had been
withdrawn from sale as of November
2019. RIOMET (metformin
hydrochloride) Oral Solution, 500 mg/5
mL is currently listed in the
“Discontinued Drug Product List”
section of the Orange Book.

Oryza Pharmaceuticals, Inc.
submitted a citizen petition dated
March 9, 2023 (Docket No. FDA-2023—
P—0884), under 21 CFR 10.30,
requesting that the Agency determine
whether RIOMET (metformin
hydrochloride) Oral Solution, 500 mg/5
mL, was withdrawn from sale for
reasons of safety or effectiveness.
Bionpharma, Inc. submitted a citizen
petition dated December 22, 2023
(Docket No. FDA—2023-P-5687) under
21 CFR 10.30, also requesting that the
Agency determine whether RIOMET
(metformin hydrochloride) Oral
Solution, 500 mg/5 mL, was withdrawn
from sale for reasons of safety or
effectiveness.

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 RIOMET (metformin
hydrochloride) Oral Solution, 500 mg/5
mL, has not been withdrawn from sale
for reasons of safety or effectiveness.
The petitioners have identified no data
or other information suggesting that
RIOMET (metformin hydrochloride)
Oral Solution, 500 mg/5 mL, was
withdrawn from sale for reasons of
safety or effectiveness. We have
carefully reviewed our files for records
concerning the withdrawal of RIOMET
(metformin hydrochloride) Oral
Solution, 500 mg/5 mL, 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 RIOMET (metformin
hydrochloride) Oral Solution, 500 mg/5
mL, 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.

Dated: March 7, 2025.
P. Ritu Nalubola,
Associate Commissioner for Policy.
[FR Doc. 2025-04020 Filed 3-12-25; 8:45 am)]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
issuance of a priority review voucher to
the sponsor of a rare pediatric disease
product application. The Federal Food,
Drug, and Cosmetic Act (FD&C Act)
authorizes FDA to award priority review
vouchers to sponsors of approved rare
pediatric disease product applications
that meet certain criteria. FDA is
required to publish notice of the award
of the priority review voucher. FDA has
determined that GOMEKLI
(mirdametinib), approved on February
11, 2025, manufactured by SpringWorks
Therapeutics, Inc., meets the criteria for
a priority review voucher.

FOR FURTHER INFORMATION CONTACT:
Cathryn Lee, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Silver Spring, MD 20993-0002,
301-796-1394.

SUPPLEMENTARY INFORMATION: FDA is
announcing the issuance of a priority
review voucher to the sponsor of an
approved rare pediatric disease product
application. Under section 529 of the
FD&C Act (21 U.S.C. 360ff), FDA will
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award priority review vouchers to
sponsors of approved rare pediatric
disease product applications that meet
certain criteria. FDA has determined
that GOMEKLI (mirdametinib),
manufactured by SpringWorks
Therapeutics, Inc., meets the criteria for
a priority review voucher. GOMEKLI
(mirdametinib) tablet is indicated for
adults and pediatric patients 2 years of
age and older with neurofibromatosis
type 1 who have symptomatic plexiform
neurofibromas.

For further information about the Rare
Pediatric Disease Priority Review
Voucher Program and for a link to the
full text of section 529 of the FD&C Act,
go to https://www.fda.gov/ForIndustry/
DevelopingProductsforRareDiseases
Conditions/RarePediatricDisease
PriorityVoucherProgram/default.htm.
For further information about GOMEKLI
(mirdametinib), go to the “Drugs@FDA”
website at https://
www.accessdata.fda.gov/scripts/cder/
daf/.

Dated: March 7, 2025.

P. Ritu Nalubola,

Associate Commissioner for Policy.

[FR Doc. 2025-04021 Filed 3—-12-25; 8:45 am]
BILLING CODE 4164-01-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
Bacterial-Host Interactions.

Date: April 2, 2025.

Time: 10:00 a.m. to 8:00 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: Anna Babakhanyan, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 435-3634, anna.babakhanyan@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Vascular and Hematological
Systems, Surgical Sciences, Biomedical
Imaging, and Bioengineering.

Date: April 7-8, 2025.

Time: 9:00 a.m. to 8:00 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: Courtney Elaine Watkins,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 496—-3093, courtney.watkins2@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR Panel:
Maximizing Investigators’ Research Award
(R35).

Date: April 7-8, 2025.

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: Mufeng Li, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (240) 507-9155, mufeng.li@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Member
Conflict: Neurotechnology and Vision.

Date: April 29, 2025.

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: Aurea D De Sousa, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5186,
Bethesda, MD 20892, (301) 827-6829,
aurea.desousa@nih.gov.

Name of Committee: Digestive, Kidney and
Urological Systems Integrated Review Group;
Drug and Biologic Disposition and Toxicity
Study Section.

Date: May 1-2, 2025.

Time: 9:00 a.m. to 8:00 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: Frederique Yiannikouris,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD

20892, 301-594-3313,
frederique.yiannikouris@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: March 7, 2025.
Melanie J. Pantoja,
Program Analyst, Office of Federal Advisory
Committee Policy.
[FR Doc. 2025-03974 Filed 3—-12-25; 8:45 am]|
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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; Member
Conflict: Epidemiology and Population
Health.

Date: April 1, 2025.

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: Steven M. Frenk, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 3141,
Bethesda, MD 20892, (301) 480-8665,
frenksm@mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Oncology.

Date: April 3—4, 2025.

Time: 8:00 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: Nywana Sizemore, Ph.D.,
Scientific Review Officer, Center for
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