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FDA approves lazertinib with amivantamab-vmjw

for non-small lung cancer
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On August 19, 2024, the Food and Drug Administration approved lazertinib (Lazcluze,
Janssen Biotech, Inc.) in combination with amivantamab-vmjw (Rybrevant, Janssen

Biotech, Inc.) for the first-line treatment of locally advanced or metastatic non-small cell
lung cancer (NSCLC) with epidermal growth factor receptor (EGFR) exon 19 deletions or
exon 21 L858R substitution mutations, as detected by an FDA-approved test.

Full prescribing information for Lazcluze and Rybrevant will be posted on Drugs@FDA.

Efficacy and Safety

Efficacy was evaluated in MARIPOSA (NCT04487080), a randomized, active-controlled,
multicenter trial of 1074 patients with exon 19 deletion or exon 21 L858R substitution
mutation-positive locally advanced or metastatic NSCLC and no prior systemic therapy for
advanced disease. Patients were randomized (2:2:1) to receive lazertinib in combination
with amivantamab, osimertinib monotherapy, or lazertinib monotherapy (an unapproved
regimen for NSCLC) until disease progression or unacceptable toxicity.
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RYBREVANT® plus LAZCLUZE™ s the first and only
chemotherapy-free regimen showing superior progression-
free survival versus osimertinib

Following Priority Review, approval is based on Phase 3
MARIPOSA results showing RYBREVANT® plus
LAZCLUZE™ reduced the risk of disease progression or
death by 30 percent versus osimertinib, with a nine-
month-longer median duration of response
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