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Drug Safety Alert Notification

The Drug Safety Communications are provided by the U.S. Food and Drug Administration and
are intended to offer important information to patients and health care providers about new
safety issues regarding certain medications. This helps prescribers and health care
professionals be informed so that decisions regarding the treatment of patients are made
accordingly.

Fresenius Kabi Issues Voluntary | 11/07/2025 | Fresenius Kabi is voluntarily recalling three lots

Nationwide Recall of Three Lots of (numbers 6133156, 6133194, 6133388) of
Famotidine Injection, USP, 20 mg per Famotidine Injection, USP, 20 mg per 2 mL (10 mg
2 mL (10 mg per mL), 2 mL Fillin a 2 per mL), 2 mL Fill in a 2 mL vial. The product is
mL Vial Due to Out-of-Specification being recalled due to out-of-specification (OOS)
Endotoxin Results in Certain endotoxin results of certain reserve samples from
Reserve Samples a single lot. Based upon the investigation, two

additional lots were also included in the recall as a

precautionary measure.
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New FDA-Approved Drug Products

New Molecular Entity

Kygevvi (doxecitine and doxribtimine) powder, for oral solution

FDA-Approved Indication

For the treatment of thymidine kinase 2
deficiency (TK2d) in adults and pediatric
patients with an age of symptom onset on or
before 12 years.

Dosage & Administration

The recommended dosage is based on the
patient’s weight.

Dosage Forms & Strengths

Powder for oral solution: 2 g doxecitineand 2 g
doxribtimine.

Contraindications

= None.

Common Adverse Reactions

Diarrhea, abdominal pain, vomiting, alanine
aminotransferase increased, and aspartate
aminotransferase increased.

Warnings & Precautions

= Elevated Liver Transaminase Levels

= Gastrointestinal Adverse Reactions

Clinical Studies

The approval came from one phase 2 clinical
study, two retrospective chart review studies,
and an expanded access program. The survival
in patients treated with Kygevvi was compared
with the survivalin an untreated external control
group composed of untreated patients from
published literature and one of the
retrospective studies in this drug development
program. Findings in 78 patients showed
Kygevvi reduced the overall risk of death by 86%
compared with no treatment (hazard ratio, 0.14
[95% CI, 0.04-0.39]). There were 3 deaths in the
Kygevvi treated armvs 28 deaths in the matched
untreated arm.

Place in Therapy

TK2d is an ultra-rare inherited disorder that
impairs the body’s ability to produce and repair
mitochondrial DNA. Common symptoms
include progressive muscle weakness and
respiratory failure. Kygevvi is the first FDA-
approved therapy for TK2d.
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New FDA-Approved Drug Products

New Molecular Entity

Komzifti (ziftomenib) capsules, for oral use

FDA-Approved Indication

For the treatment of adult patients with
relapsed or refractory acute myeloid leukemia
(AML) with a susceptible nucleophosmin 1
(NPM1) mutation who have no satisfactory
alternative treatment options.
Dosage & Administration

600 mg orally once daily until
progression or unacceptable toxicity.
Dosage Forms & Strengths
Capsules: 200 mg.
Contraindications

= None.

Common Adverse Reactions
Infection without an identified pathogen,
hemorrhage, diarrhea, nausea, fatigue, edema,
bacterial infection, musculoskeletal pain,
differentiation syndrome, pruritus, febrile
neutropenia, and transaminases increased.
Warnings & Precautions

= QTc Interval Prolongation

= Embryo-Fetal Toxicity

Drug Interactions

= Strong or Moderate CYP3A4 Inhibitors

= Strong or Moderate CYP3A4 Inducers

=  Proton Pump Inhibitors

= H2 Receptor Antagonists and Antacids

= Drugs that Prolong the QTc Interval

Use in Specific Populations

= Lactation: Advise not to breastfeed.

disease

Clinical Studies

The approval came from KO-MEN-001, an open-
label, single, arm, multicenter trialin 112 adults
with relapsed or refractory AML with
an NPM1 mutation. Efficacy was established
based on the rate of complete remission (CR)
plus CR with partial hematological recovery
(CRh), the duration of CR+CRh, and the rate of
conversion from transfusion dependence to
transfusion independence. Findings showed
after a median follow-up of 4.2 months, the
CR+CRh rate was 21.4% (95% CI, 14.2-30.2),
with a median duration of CR+CRh of 5 months
(95% Cl, 1.9-8.1). The rate of CR was 17% (95%
Cl, 10.5-25.2) and the rate of CRh was 4.5%
(95% CI, 1.5-10.1). Among the 66 patients who
were dependent on red blood cell (RBC) and/or
platelet transfusions at baseline, 21.2%
became independent of RBC and platelet
transfusions during any 56-day post-baseline
period. Of the 46 patients who were
independent of both RBC and platelet
transfusions at baseline, 26.1% patients
remained transfusion independent during any
56-day post-baseline period.

Place in Therapy

The NCCN Guidelines for Acute Myeloid
Leukemia recommends the use of Komzifti for
relapsed/refractory disease as targeted therapy
in patients with AML with NPM1 mutation as a
single agent (category 2A). Komzifti joins the
treatment landscape alongside Revuforj
(revumenib).
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New FDA-Approved Drug Products

New Molecular Entity

Redemplo (plozasiran) injection, for subcutaneous use

FDA-Approved Indication

As an adjunct to diet to reduce triglycerides in
adults with familial chylomicronemia
syndrome.

Dosage & Administration

25 mg injected subcutaneously once every 3
months.

Dosage Forms & Strengths

Injection: 25 mg/0.5 mL solution in a single-
dose pre-filled syringe.
Contraindications

= None.

Common Adverse Reactions
Hyperglycemia, headache,
injection site reaction.

nausea, and

Clinical Studies

The approval came from the randomized,
placebo-controlled, double-blind, phase 3
PALISADES trial. The primary endpoint of the
trial was met, demonstrating a significant
reduction in median TG levels with Redemplo vs
placebo at month 10 (-80% vs -17%; difference,
-59% [95% ClI, -90, -28]; P <.0001). Over the 12-
month treatment period, a lower numerical
incidence of acute pancreatitis events was
reported in patients taking Redemplo (8%)
compared with patients taking placebo (20%).
Place in Therapy

FCS is a rare, genetic type of severe
hypertriglyceridemia and can lead to potentially
life-threatening acute pancreatitis. Redemplo
joins the treatment landscape alongside
Tryngolza (olezarsen).
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New FDA-Approved Drug Products

New Molecular Entity

Hyrnuo (sevabertinib) tablets, for oral use

FDA-Approved Indication

For the treatment of adult patients with locally
advanced or metastatic non-squamous non-
small cell lung cancer (NSCLC) whose tumors
have HER2 (ERBB2) tyrosine kinase domain
(TKD) activating mutations, as detected by an
FDA-approved test, and who have received a
prior systemic therapy.

Dosage & Administration

20 mg orally twice daily with food until disease
progression or unacceptable toxicity.

Dosage Forms & Strengths

Tablets: 10 mg of sevabertinib.
Contraindications

= None.

Common Adverse Reactions

Diarrhea, rash, paronychia, stomatitis, and
nausea.

Warnings & Precautions

= Diarrhea

= Hepatotoxicity

= |[nterstitial Lung Disease (ILD)/Pneumonitis
= Qcular Toxicity

= Pancreatic Enzyme Elevation

= Embryo-fetal Toxicity

Drug Interactions

= Strong CYP3A Inhibitors

= Moderate CYP3A Inhibitors

= Strong and Moderate CYP3A Inducers

= Certain CYP3A Substrates

= Certain P-gp Sub

Use in Specific Populations

= Lactation: Advise not to breastfeed.
Clinical Studies

The approval came from SOHO-01, an open-
label, single-arm, multicenter, multi-cohort
clinical trial. Findings from Group D showed
ORR was 71% (95% CI, 59-82), with 2.9%
achieving complete response and 69%
achieving partial response. The median DOR
was 9.2 months (95% CI, 6.3-15); 54% and 18%
of responding patients had a DOR lasting at
least 6 months and at least 12 months,
respectively. Results from Group E showed ORR
was 38% (95% ClI, 25-53), with 6% achieving a
complete response and 33% achieving a partial
response. The median DOR was 7 months (95%
Cl, 5.6, not estimable), with 60% of responding
patients having a DOR of at least 6 months and
10% having a DOR of at least 12 months.

Place in Therapy

Hyrnuo joins the treatment landscape
alongside Hernexeos (zongertinib). Hyrnuo is
given twice daily, while Hernexeos is dosed
once daily based on weight.
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New FDA-Approved Drug Products

New Molecular Entity

Voyxact (sibeprenlimab-szsi) injection, for subcutaneous use

FDA-Approved Indication

To reduce proteinuria in adults with primary

immunoglobulin A nephropathy (IgAN) at risk for

disease progression.

Dosage & Administration

400 mg injected subcutaneously once every 4

weeks.

Dosage Forms & Strengths

Injection: 400 mg/2 mL (200 mg/mL) in a single-

dose prefilled syringe.

Contraindications

= Serious hypersensitivity to sibeprenlimab-
szsi or any excipients in Voyxact.

Common Adverse Reactions

Upper respiratory tract infection and injection

site erythema.

Warnings & Precautions

= Immunosuppression and Increased Risk of
Infections

= |mmunosuppression
Risks

and Immunization

Clinical Studies

The approval came from the randomized,
double-blind, placebo-controlled Phase 3
VISIONARY trialin adults with biopsy-confirmed
IgAN on stable background therapy. The primary
endpoint is percent change in 24-hour uPCR at
month nine versus baseline. When compared to
placebo, Voyxact achieved a statistically
significant and clinically meaningful 51.2%
(P<0.0001) reduction in proteinuria at nine
months compared to a 2% increase in
proteinuria in the placebo group.

Place in Therapy

Voyxact is thefirst therapy approved for
I[gAN that blocks a molecule called A-
PRoliferation-Inducing-Ligand (APRIL). APRIL
plays a role in creating harmful IgA that drives
the disease process. Voyxact joins the
treatment landscape alongside Fabhalta
(iptacopan), Filspari (sparsentan), and Vanrafia
(atrasentan).
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New FDA-Approved Drug Products

New Molecular Entity

Gene/Cell Therapy

ltvisma (onasemnogene abeparvovec-brve) suspension for intrathecal

injection

FDA-Approved Indication

For the treatment of spinal muscular atrophy

(SMA) in adult and pediatric patients 2 years of

age and older with confirmed mutation in SMN1

gene.

Dosage & Administration

Single dose therapy: one-time intrathecal

injection of 1.2x10"vector genomes.

Dosage Forms & Strengths

Each single-dose vial contains 1.2 x 10" vg of

onasemnogene abeparvovec in 3 mL of

suspension.

Contraindications

= None.

Common Adverse Reactions

Respiratory tract infection,

gastrointestinal symptoms, pyrexia,

headache.

Warnings & Precautions

=  BBW: Serious Liver Injury

= Hepatotoxicity

=  Thrombocytopenia

= Peripheral Sensory Neuropathy

=  Thrombotic Microangiopathy (TMA)

= Elevated Cardiac Troponin |

= AAV Vector Integration
Tumorigenicity

upper
and

and Risk of

Clinical Studies

The approval came from the Phase 3 STEER
study in patients 2 years old and older. In that
trial, patients demonstrated statistically
significant improvements in motor function
versus control, as measured in validated
scales. Benefit was sustained over 52-week
follow-up in the study as well as the open label
Phase 3b STRENGHT study.

Place in Therapy

SMA is a genetic neurodegenerative disorder
caused by mutations in the SMN1 gene,
characterized by irreversible and progressive
motor neuron loss, which leads to progressive
muscle atrophy and weakness, and subsequent
paralysis and death in the most severe
cases. ltvisma is the first and only gene
replacement therapy approved for a broad SMA
population (children 2 years of age or older,
adolescents, and adults), significantly
expanding patient population when compared
to Zolgensma. This gene therapy joins the
treatment landscape alongside Spinraza
(nusinersen) and Evrysdi (risdiplam).
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New FDA-Approved Drug Products

New Biosimilar Product

Poherdy Perjeta Interchangeable | Poherdy is the first and only approved
(pertuzumab- (pertuzumab) biosimilar pertuzumab biosimilar.

dpzb)

Armlupeg Neulasta Biosimilar Armlupeg joins other Neulasta
(pegfilgrastim- (pegfilgrastim) biosimilars such as Fulphila, Fylnetra,
unne) Nyvepria, Udenyca, Ziextenzo, and

Stimufend.
9
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New First-Time Generic Approvals

First-Time Generics are the first generic forms of brand name drugs. The generic version is
formulated to work in the same way as the brand-name product and provides the same
clinical benefit.

Product Manufacturer Generic For Indication(s) Estimated
Availability
Date’
Ciprofloxacin Cosette CiproHC Acute Otitis Externa 2025-2026
Hydrochloride and Pharmaceuticals,

Hydrocortisone Otic Inc.

Suspension 0.2%

(base)/1%

Diroximel Fumarate Zydus Worldwide  Vumerity Multiple Sclerosis 2033
Delayed Release

Capsules 231 mg

Cladribine Tablets 10  Apotex Inc. Mavenclad Multiple Sclerosis 11/26/2025
mg

*Note: Various legal factors may come into play, affecting the estimated availability date.
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New FDA-Approved Indications for Existing Drugs

The following table contains drugs that have gained FDA approval for the treatment of

additional diseases or conditions.

Drug Name and
Manufacturer

Linzess

(linaclotide)
From: AbbVie Inc.

Caplyta
(lumateperone)
From: Johnson &
Johnson

Epkinly
(epcoritamab-

bysp)
From: AbbVie Inc.

Eylea HD
(aflibercept)

From: Regeneron
Pharmaceuticals, Inc.

Koselugo

(selumetinib)
From: AstraZeneca

Keytruda
(pembrolizumab) &
Keytruda Qlex
(pembrolizumab
and
berahyaluronidase
alfa-pmph)

From: Merck

Imfinzi

(durvalumab)
From: AstraZeneca

Previous Indication(s)

[1] Irritable bowel syndrome with
constipation in adults; [2] Chronic
idiopathic constipation in adults; [3]
Functional constipation in pediatric
patients 6 to 17 years of age

[1] Treatment of schizophrenia in adults;
[2] Treatment of depressive episodes
associated with bipolar | or Il disorder
(bipolar depression) in adults, as
monotherapy and as adjunctive therapy
with lithium or valproate

[1] Adult patients with relapsed or
refractory diffuse large B-cell lymphoma
not otherwise specified, including DLBCL
arising from indolent lymphoma, and
high-grade B-cell lymphoma after two or
more lines of systemic therapy; [2] Adult
patients with relapsed or refractory
follicular lymphoma after two or more
lines of systemic therapy

[1] Neovascular (Wet) Age-Related
Macular Degeneration; [2] Diabetic
Macular Edema; [3] Diabetic Retinopathy

For the treatment of pediatric patients 1
year of age and older with
neurofibromatosis type 1 who have
symptomatic, inoperable plexiform
neurofibromas

Severalincluding non-small cell lung,
bladder, colorectal, and head and neck
cancers

Several including non-small cell lung
cancer, biliary tract cancer, and
hepatocellular carcinoma
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New Indication

Irritable bowel syndrome with
constipation in adults and pediatric
patients 7 years of age and older

Adjunctive therapy with antidepressants
for the treatment of major depressive
disorder (MDD) in adults

In combination with lenalidomide and
rituximab for the treatment of adult
patients with relapsed or refractory
follicular lymphoma

Macular Edema Following Retinal Vein
Occlusion

For the treatment of adult and pediatric
patients 1 year of age and older with
neurofibromatosis type 1 who have
symptomatic, inoperable plexiform
neurofibromas

In combination with enfortumab vedotin,
as neoadjuvant treatment and then
continued after cystectomy as adjuvant
treatment, is indicated for the treatment
of adult patients with muscle invasive
bladder cancer who are ineligible for
cisplatin containing chemotherapy

In combination with fluorouracil,
leucovorin, oxaliplatin and docetaxel
(FLOT) as neoadjuvant and adjuvant
treatment, followed by single-agent
Imfinzi, is indicated for the treatment of
adult patients with resectable gastric or
gastroesophageal junction
adenocarcinoma
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Pipeline

The goals of the NDA (or BLA) are to provide enough information to permit FDA approval of a
new pharmaceutical for sale and marketing in the U.S.

Drug Name and Indication(s) Additional Information Impact
Manufacturer

Atacicept Immunoglobulin A BLA submitted High
From: Vera Therapeutics, Inc. Nephropathy

Gedatolisib Breast Cancer NDA submitted Moderate

From: Celcuity Inc.

Pipeline Generics

This section describes generics that may possibly be available on the market in the next
month. Various legal factors may come into play, affecting the date.

No relevant generics are expected to enter the market in the next month.
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