CY 2026 CDER Fast Track Calendar Year Approvals*
Data as of 6-30-2026
Total of 10 Approvals

Appl Type Submission Type
Number and Number Proprietary Name Established Name Applicant Approval Date

The treatment of Menkes disease in pediatric
NDA 211241 ORIG -1 ZYCUBO COPPER HISTIDINATE SENTYNL THERAPEUTICS INC 12-Jan-2026 |patients

The treatment of hyperargininemia in adult and
pediatric patients 2 years of age and older with
Arginase 1 Deficiency (ARG1-D), in conjunction
with dietary protein restriction.

BLA 761211 ORIG - 1 LOARGYS PEGZILARGINASE IMMEDICA PHARMA AB 23-Feb-2026

The treatment of neurologic manifestations of
Hunter syndrome (Mucopolysaccharidosis type
11, MPS 1) when initiated in presymptomatic or
symptomatic pediatric patients weighing at least
5 kg prior to advanced neurologic impairment.

TIVIDENOFUSP ALFA-

BLA 761485 ORIG -1 AVLAYAH EKNM DENALI THERAPEUTICS INC. 24-Mar-2026
DEXTROMETHORPHAN
HYDROBROMIDE AND
BUPROPION Treatment of agitation associated with dementia
NDA 215430 SUPPL - 18 AUVELITY HYDROCHLORIDE AXSOME THERAPEUTICS INC 30-Apr-26 due to Alzheimer’s disease.
Veppanu (vepdegestrant) tablets for the
treatment of adults with estrogen receptor (ER)-
positive, human epidermal growth factor
receptor 2 (HER2)-negative, ESR1-mutated
advanced or metastatic breast cancer, as
detected by an FDA-authorized test, with
disease progression following at least one line of
NDA 219835 ORIG -1 VEPPANU VEPDEGESTRANT RIGEL PHARMACEUTICALS INC 1-May-26 endocrine therapy.

For the treatment of adult patients with relapsed
or refractory mantle cell ymphoma (MCL) after
at least two lines of systemic therapy, including
NDA 220711 ORIG -1 BEQALZ| SONROTOCLAX BEONE MEDICINES USA INC 13-May-26 a Bruton’s tyrosine kinase (BTK) inhibitor.




NDA 220442

ORIG - 1

XOCOVA

ENSITRELVIR

SHIONOGI INC

29-May-26

post-exposure prophylaxis of coronavirus
disease 2019 (COVID-19) in adults and
adolescents 12 years of age and older following
contact with an individual who has COVID-19

NDA 220787

ORIG -1

ZAYNICH

CEFEPIME AND
ZIDEBACTAM

WOCKHARDT BIO AG

29-May-26

Treatment of adult patients with complicated
urinary tract infections (cUTI) including
pyelonephritis caused by designated susceptible
microorganisms

BLA 761369

SUPPL -3

HYMPAVZI

MARSTACIMAB-HNCQ

PFIZER INC

5-Jun-26

For routine prophylaxis to prevent or reduce the
frequency of bleeding episodes in adults and
pediatric patients 6 years of age and older with:
» hemophilia A (congenital factor VIII deficiency)
with or without factor VIl inhibitors, or ¢
hemophilia B (congenital factor IX deficiency)
with or without factor IX inhibitors.

NDA 215960

ORIG - 1

UTEBZI

TEBIPENEM PIVOXIL

GLAXOSMITHKLINE LLC

17-Jun-26

Treatment of complicated urinary tract infections
(cUTI), including pyelonephritis, caused by
designated susceptible microorganisms in adult
patients who have limited or no alternative oral
treatment options.

NOTE: Approvals with Fast Track granted because the drug was qualified as a PEPFAR drug are excluded.
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