
2019 Large Molecule + Peptide Drug Approvals 

Skyrizi
(risankizumab-rzaa)

humanized monoclonal antibody

IL-23A antagonist

treatment of moderate-to-severe psoriasis

150 mg once every 3 months

AbbVie/Boehringer Ingleheim

Polivy
(polatuzumab vedotin-piiq)

antibody-drug conjugate

anti-CD79b + tubulin inhibitor

treatment of lymphoma (RR-DLBCL)

1.8 mg/kg IV once every 3 weeks

Genentech (Roche)

Givlaari
(givosiran)

siRNA

targets ALAS mRNA

For acute hepatic porphyria

2.5mg/kg subcutaneously once a month

Alnylam

Padcev
(enfortumab vedotin-ejfv)

antibody-drug conjugate

anti-nectin-4 + tubulin inhibitor

treatment of refractory bladder cancer

1.25 mg/kg IV once a week

Seattle Genetics/Astellas

Vyondys 53
(golodirsen)

antisense oligonucleotide

targets DMD gene exon 53

treatment of Duchenne muscular dystrophy

30 mg/kg IV once a week

Sarepta

Evenity
(romosozumab-aqqg)

humanized monoclonal antibody

sclerostin inhibitor

treatment of osteoporosis in high-risk women

210 mg subcutaneously once a month

UCB (acq. Celltech)

Beovu
(brolucizumab-dbll)

humanized single-chain antibody

VEGF-A inhibitor

treatment of wet AMD

6 mg intravitreally once a month

Novartis/Alcon (acq. ESBATech)

Scenesse
(afamelanotide)

synthetic α-MSH peptidomimetic

Melanocortin receptor agonist

for erythropoietic protoporphyria

delivered by subcutaneous implant

Clinuvel

Vyleesi
(bremelanotide)

synthetic α-MSH peptidomimetic

melanocortin receptor agonist

treatment of HSDD in premenopausal women

1.75 mg subcutaneously

AMAG/Palatin

Reblozyl
(luspatercept-aamt)

ActRIIb-IgG recombinant fusion protein

TGF-β inhibitor

treatment of anemia from beta thalassemia

1 mg/kg subcutaneously once every 3 weeks

Celgene/Acceleron

Jeuveau
(prabotulinumtoxinA-xvfs)

muscle paralytic botulinum toxin

BOTOX similar agent

temporary treatment of facial wrinkles 

Intramuscular injection

Evolus

Enhertu
(fam-trastuzumab deruxtecan-nxki)

antibody-drug conjugate

anti-HER2 + topoisomerase inhibitor

treatment of HER2+ met. breast cancer

5.4 mg/kg IV Q3W dosing

AstraZeneca/Daiichi Sankyo

Cablivi
(caplacizumab-yhdp)

bivalent single domain antibody (nanobody)

anti-vWF (von-Willebrand factor)

treatment of aTTP (clotting)

11 mg subcutaneously once daily

Sanofi (acq. Ablynx NV)

Adakveo
(crizanlizumab-tmca)

humanized monoclonal antibody

P-selectin inhibitor

treatment of painful complication of sickle cell

5 mg/kg IV once a month after loading dose

Novartis
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