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First-Line Treatment of NSCLC with EGFR Exon 19 Deletions or Exon 21 L858R Substitution
Mutations

RYBREVANT in combination with lazertinib, is indicated for the first-line treatment of adult patients
with 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 approved test. [see Dosage and Administration (5.2)].

Previously Treated NSCLC with EGFR Exon 20 Insertion Mutations
RYBREVANT is indicated for the treatment of adult patients with locally advanced or metastatic non-

small cell lung cancer (NSCLC) with epidermal growth factor receptor (EGFR) exon 20 insertion
mutation, as detected by an approved test [see Dosage and Administration (5.2)], whose disease

has progressed on or after platinum-based chemotherapy.

First line treatment of NSCLC with EGFR Exon 20 Insertion Mutations

RYBREVANT is indicated in combination with carboplatin and pemetrexed for the first-line
treatment of adultpatients with locally advanced (not amenable to curative therapy) or metastatic
non-small cell lung cancer (NSCLC) with activating epidermal-growth factor receptor (EGFR) Exon
20 insertion mutations.

Previously Treated NSCLC with EGFR Exon 19 Deletions or Exon 21 L858R Substitution
Mutations

RYBREVANT is indicated in combination with carboplatin and pemetrexed for the treatment of
adult patients with 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, whose disease has progressed on or after treatment with an EGFR tyrosine kinase
inhibitor (TKI).
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1 NAME OF THE MEDICINAL PRODUCT
RYBREVANT
50 mg/mL 1.V eoncentrate-forselutionforinfusion.

5 DOSAGE AND ADMINISTRATION

[..]

5.2 Patient Selection

Select patients for treatment with RYBREVANT based on the presence of a mutation as
detected by an approved test.

Table 1: Patient Selection
Indication Treatment Source for Testing
Regimen
First-Line RYBREVANT in Before initiation of Rybrevant
Treatment of combination therapy, EGFR mutation status

NSCLC with EGFR
Exon 19 Deletions
or Exon 21 L858R

Substitution

with lazertinib

Mutations [see

Indications and

Usage (1.1)]
First-Line RYBREVANT in
Treatment of combination
NSCLC with EGFR with

Exon 20 Insertion

Mutations [see
Indications and
Usage (4.2)]

carboplatin and
pemetrexed

Previously Treated
NSCLC with EGFR
Exon 20 Insertion

Mutations [see
Indications and
Usage (4.3)]

RYBREVANT as
a single agent

in tumor tissue or plasma

specimens must be established

using a validated test method.

If no mutation is detected in a

plasma specimen, tumor tissue

should be tested if available in

sufficient amount and quality

due to the potential for false

negative results using a plasma-

test.

o Tumororplasma-specimens:

Testing may be performed at
any time from initial diagnosis.
Testing does not need to be
repeated once EGFR mutation
status has been established.
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