
2021 Large Molecule New Drug Approvals 

Aduhelm | Amyloid β
(aducanumab-avwa)

human monoclonal antibody

Alzheimer’s disease

10 mg/kg IV over 1 hr Q4W

Biogen

Skytrofa | GHR
(lonapegsomatropin-tcgd)

recombinant somatropin

growth hormone deficiency

0.24 mg/kg SC Q1W

Ascendis

Evkeeza | ANGPTL3
(evinacumab-dgnb)

human monoclonal antibody

homozygous familial hypercholesterolemia

15 mg/kg IV over 1 hr Q1M

Regeneron

Jemperli | PD1
(dostarlimab-gxly)

humanized monoclonal antibody

mismatch repair deficient endometrial cancer

500 mg IV Q3W x 4, then 1000 mg Q6W

GSK

Adbry | IL-13
(tralokinumab-ldrm)

human monoclonal antibody

atopic dermatitis

600 mg SC, then 300 mg Q2W

LEO Pharma

Zylonta | CD19
(loncastuximab tesirine-lpyl)

antibody-drug (SG3199) conjugate

large B-cell lymphoma

0.15 mg/kg IV Q3W for 2 cycles, then 

0.075 mg/kg Q3W

ADC Therapeutics

Saphnelo | IFNAR subunit 1
(anifrolumab-fnia)

human monoclonal antibody

systemic lupus erythematosus

300 mg IV over 30 mins Q4W

AstraZeneca

Rylaze | Asparagine
(asparaginase erwinia chrysanthemi-rywn)

recombinant L-asparaginase

lymphoblastic leukemia or lymphoma

25 mg/m2 IM every 48 hrs

Jazz Pharmaceuticals

Amondys 45 | Dys-RNAex45

(casimersen)

antisense oligonucleotide

Duchenne muscular dystrophy

30 mg/kg IV Q1W

Sarepta

Tivdak | TF
(tisotumab vedotin-tftv)

antibody drug (MMAE) conjugate

recurrent or metastatic cervical cancer

2 mg/kg IV over 30 mins Q3W

Seagen/Genmab

Besremi | IFNAR
(ropeginterferon alfa-2b-njft)

recombinant interferon alpha-2b

polycythemia vera

100 μg SC Q2W

PharmaEssentia

Rybrevant | EGFRex20 + MET
(amivantamab-vmjw)

bispecific antibody

metastatic non-small cell lung cancer

1400 mg for ≥ 80 kg Q1W x 4, then Q2W

Janssen

Tezspire | TSLP
(tezepelumab-ekko)

human monoclonal antibody

asthma

210 mg SC Q4W

AstraZeneca/Amgen

Vyvgart | FcRn
(efgartigimod alfa-fcab)

human IgG1-Fc domain

myasthenia gravis

10 mg/kg IV Q1W

Argenx

Nexviazyme | M6PR
(avalglucosidase alfa-ngpt)

recombinant human alpha-glucosidase

Pompe disease

20 mg/kg IV for ≥30 kg; 40 mg/kg for < 30 kg Q2M

Genzyme

Leqvio | PCSK9 mRNA
(inclisiran)

siRNA

heterozygous familial hypercholesterolemia

284 mg SC Q3M for 2 cycles, then Q6M

Novartis
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