2019 Small Molecule Drug Approvals
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Oncology (8)
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Alpelisib (Pigray)
PI3Ka-sel. inhibitor
HR+/HER2- BC
oral: 300 mg QD
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Selinexor (Xpovio)

XPOL inhibitor
RR-multiple myeloma
oral: 80 mg BIW

Lasmiditan (Reyvow)

5-HT1 ,-sel. agonist
migraine termination
oral: 50-200 mg QD

Cenobamate (Xcopri)

unclear/GABA ,-mod.
partial-onset seizures
oral: 200 mg QD

Lefamulin (Xenleta)

bact. ribosome 50S
bacterial pneumonia
oral: 600 mg BID

Pretomanid
mycolic acid biosynth. inh.
drug-resistant TB
oral: 200 mg QD

O

CH,

N/\/ \C[ ]/[/‘N\ WN)\/ N

Erdafitinib (Balversa)

pan-FGEFR inhibitor
FGFR+ met. urothelial carcinoma
oral: 8mg QD

Entrectinib (Rozlytrek)

Darolutamide (Nubeqa)

AR antagonist
nmCR prostate cancer
oral: 300 mg BID
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Zanubrutinib (Brukmscl)
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Fedratinib (Inrebic)

JAK2-sel. inhibitor
high risk myelofibrosis
oral: 400 mg QD
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Pexidartinib (Turalio)
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ROS1/TRK/ALK inhibitor
ROS1+/NTRK+ cancers
oral: 600 mg QD

BTK-sel. inhibitor
mantle cell lymphoma
oral: 320 mg QD

Neurological Disorders (9)
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Lumateperone (Caplyta)
D,/,-HT,, antagonist
schizophrenia
oral: 42 mg QD

Pitolisant (Wakix)

H3-sel. antagonist/inverse agonist
EDS / narcolepsy
oral: up to 36 mg QD
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Siponimod (Mayzent)

S1PR1/5 modulator
multiple sclerosis
oral: 2 mg QD

Ubrogepant (Ulbrelvy)

CGRP receptor antagonist
migraine
oral: 50 mg QD

Solriamfetol (Sunosi)

dopamine/norep. reuptake inhibitor
EDS / narcolepsy
oral: up to 150 mg QD

Infectious Diseases (3) + Other (4)
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Triclabendazole (Egaten)

Fasciola anthelmintic
fascioliasis
oral: 10mg/kg BID

Tafamidis (Vyndagel)

specific transthyretin stabilizer
cardiomyopathy
oral: 80 mg QD
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Upadacitinib (Rinvoq)
JAK1-sel. inhibitor

moderate/severe RA
oral: 15 mg QD
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Trifarotene (Aklief)
RARYy-sel. agonist
acne vulgaris
topical only

CSF1R inhibitor
tenosyn. giant cell tumor
oral: 400 mg BID
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Brexanolone (Zulresso)

GABA R +ive modulator
postpartum depression
continuous IV (60 h)
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Lemborexant (Dayvigo)

OXIR / OX2R
insomnia
oral: up to 10 mg QD

Voxelotor (Oxbryta)

HbS polymerization inhibitor
sickle cell disease
oral: 1500 mg QD
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