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[ 1. FDA new drug approvals in 1TH 2024]

(2024.10)

Drug Name Molecule Therapeutic L Approval

. Company Indication
(Ingredient name) Type Area Date
Zelsuvmi Ligand Nitric oxide(NO) Small Infectious Molluscum contagiosum 24.01.05
(Berdazimer) Pharmaceuticals molecule Diseases
Exblifep Allecra Penicillin binding proteins Small Genitourinary | Urinary tract infection (UTI) 24.02.22
(Cefepime-enmetazobactam) Therapeutics (PBP), B lactamase(LACTB) molecule
Letybo; Botulax Hugel Botulinum neurotoxin type | Recombinant | Others Scars, Wrinkles 24.02.29
(LetibotulinumtoxinA) A(BoNT A) Protein
Tevimbra BeiGene PD-1 mAb Oncology Esophageal squamous cell carcinoma | 24.03.13
(Tislelizumab) (ESCC)
Rezdiffra Madrigal Thyroid hormone receptor § | Small Metabolic Non-alcoholic steatohepatitis 24.03.14
(Resmetirom) Pharmaceuticals molecule Disorders
Tryvio Idorsia Endothelin receptor Small Cardiovascular | Hypertension 24.03.19
(Aprocitentan) molecule Diseases
Duvyzat Italfarmaco Histone deacetylase Small Neuroscience | Duchenne muscular dystrophy 24.03.21
(Givinostat) (HDACQ) molecule
Winrevair MSD Activin receptor type 2A Recombinant | Cardiovascular | Hypertension 24.03.26
(Sotatercept) (ACVR2A) Protein Diseases
Vafseo Akebia Hypoxia-inducible  factor | Small Hematology Anemia 24.03.27
(Vadadustat) Therapeutics prolyl hydroxylase (HIF-PH) | molecule




10 Voydeya AstraZeneca Complement factor D Small Hematology Paroxysmal nocturnal haemoglobinuria | 24.03.29
(Danicopan) (CFD) molecule (PNH)

11 Zevtera Basilea Penicillin binding proteins Small Infectious Staphylococcus aureus bloodstream | 24.04.03
(Ceftobiprole medocaril) Pharmaceutica (PBP) molecule Diseases infections, ABSSSI and CABP

12 Lumisight Lumicell Cathepsin Diagnostics Diagnostics Cancer, Diagnostic 24.04.17
(Pegulicianine)

13 | Anktiva ImmunityBio IL-15 Recombinant | Oncology Bladder cancer 24.04.22
(Nogapendekin o inbakicept) Protein

14 Ojemda Day One RAF Small Oncology Paediatric low-grade glioma 24.04.23
(Tovorafenib) Biopharmaceuticals molecule

15 Xolremdi X4 Pharmaceuticals | CXCR4 Small Immunology WHIM syndrome 24.04.26
(Mavorixafor) molecule

16 Imdelltra Amgen DLL3xCD3 BsAbs Oncology Small-cell lung cancer 24.05.16
(Tarlatamab-dlle) (SCLC)

17 Rytelo Geron Telomerase ASO Oncology Myelodysplastic syndromes 24.06.06
(Imetelstat)

18 Igirvo Ipsen PPARa, PPARS Small Immunology Primary biliary cholangitis 24.06.10
(Elafibranor) molecule

19 Sofdra Botanix M3 Small Others Primary axillary hyperhidrosis 24.06.18
(Sofpironium) Pharmaceuticals molecule

20 Piasky Roche C5 mAb Hematology Paroxysmal nocturnal haemoglobinuria | 24.06.20
(Crovalimab-akkz) (PNH)

21 Ohtuvayre Verona Pharma PDE-3, PDE-4 Small Respiratory Chronic obstructive pulmonary disease | 24.06.26
(Ensifentrine) molecule




Rezdiffra(Resmetirom/Madrigal Pharmaceuticals)
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Winrevair(Sotatercept/MSD)
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Ohtuvayre(Ensifentrine/Verona Pharma)
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Drug Name

(Ingredient name)

[# 2. FDA new drug approvals in 2H(uly~Oct.) 2024]

Company

Molecule Type

Therapeutic

Area

Indication

(2024.10)

Approval
Date

Kisunla Eli Lilly B amyloid mAb Neuroscience Alzheimer's disease 24.07.02
(Donanemab-azbt)

Legselvi Sun Pharma JAK1, JAK2 Small molecule Immunology Severe alopecia areata 24.07.25
(Deuruxolitinib)

Voranigo Servier IDH1, IDH2 Small molecule Oncology IDH-mutant grade 2 glioma 24.08.06
(Vorasidenib) Pharmaceuticals

Yorvipath Ascendis Pharma | PTH 1-34 Peptide Metabolic Hypoparathyroidism 24.08.09
(Palopegteriparatide) Disorders

Nemluvio Galderma IL-31A mAb Others Prurigo nodularis 24.08.12
(Nemolizumab-ilto)

Niktimvo Incyte CSF-1R mAb Immunology Chronic graft-versus-host disease 24.08.14
(Axatilimab-csfr) (GvHD)

Livdelzi Gilead PPARS Small molecule Immunology Primary biliary cholangitis 24.08.14
(Seladelpar)

Lazcluze J&J EGFR Small molecule Oncology Non-small-cell lung cancer(NSCLC) 24.08.19
(Lazertinib)




9 Ebglyss Eli Lilly IL-13 mAb Immunology Moderate-to-severe atopic dermatitis 24.09.13
(Lebrikizumab-lbkz)

10 Miplyffa Zevra Hsp70 Small molecule Metabolic Niemann-Pick disease type C 24.09.20
(Arimoclomol) Therapeutics Disorders

11 Agneursa IntraBio n/d Small molecule Metabolic Niemann-Pick disease type C 24.09.24
(Levacetylleucine) Disorders

12 Cobenfy BMS M1/M4 mAChR Small molecule Neuroscience Schizophrenia 24.09.26
(Xanomeline-trospium; KarXT)

13 Flyrcado GE Healthcare n/d Diagnostics Cardiovascular Evaluation of myocardial ischemia and | 24.09.27
(Flurpiridaz F 18) (Radioactive) Diseases infarction

14 [tovebi Genentech(Roche) | PI3K Small molecule Oncology Breast cancer 24.10.10
(Inavolisib)

15 Hympavzi Pfizer TFPI mAb Hematology Hemophilia 24.10.11
(Marstacimab-hncq)

16 | Vyloy Astellas Pharma CLDN18.2 mAb Oncology Gastric cancer 24.10.18
(Zolbetuximab-clzb)

17 Orlynvah [terum n/d Small molecule Infectious Uncomplicated urinary tract infections | 24.10.25
(sulopenem etzadroxil, probenecid) | Therapeutics Diseases (uUTI)




Cobenfy(Xanomeline-trospium; KarXT/BMS)
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Ebglyss(Lebrikizumab/Eli Lilly)
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