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Background

* Intravenous (IV) amivantamab is approved in
combination with lazertinib for first-line (1L)
treatment of non-small cell lung cancer (NSCLC)
with epidermal growth factor receptor (EGFR)
exon 19 deletion (Ex19del) or exon 21L858R
substitution mutations, and in combination with
platinum-based chemotherapy for second-line (2L)
treatment of EGFR Ex19del/L858R NSCLC'?

* Approval was based on 2 pivotal phase 3 studies:

— MARIPOSA: 1L amivantamab + lazertinib

showed significant improvement in progression-

free survival (PFS; hazard ratio [HR], 0.70;
P<0.001) and overall survival (OS; median, not
reached vs 36.7 months; HR, 0.75; P<0.005)
versus osimertinib3*

— MARIPOSA-2: 2L amivantamab + chemotherapy

showed superior PFS (HR, 0.48; P<0.001) and
an improved OS trend (HR, 0.73; P=0.039)
versus chemotherapy alone®¢

* In the phase 2 COCOON study, an enhanced and
effective regimen for managing dermatologic

toxicities in participants treated with amivantamab

+ lazertinib reduced grade =2 dermatologic
adverse events (AEs) and treatment
discontinuations due to AEs versus
standard-of-care dermatologic management’

* Subcutaneous (SC) amivantamab coformulated
with hyaluronidase (rHuPH20) was developed
to improve participant convenience and reduce
administration time

— Amivantamab SC showed a 5-fold reduction in
the rate of administration-related reactions, and

longer treatment duration, duration of response,

PFS, and OS versus amivantamab IV in the
phase 3 PALOMA-3 study, which was not
powered to demonstrate statistical significance
for these outcomes®

* No study to date has combined amivantamab SC
with prophylactic anticoagulation and enhanced
management of dermatologic AEs in a
representative, diverse group of participants
with advanced EGFR-mutated NSCLC in the
United States

Objective

* The open-label, 2-cohort, phase 2b COPERNICUS
study will evaluate the efficacy and safety
of amivantamab SC + lazertinib (Cohort 1) or
chemotherapy (Cohort 2) while preventing and
proactively managing venous thromboembolism
(Cohort 1only) and dermatologic AEs
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Methods

* Both cohorts will prophylactically receive enhanced dermatologic
AE management, and Cohort 1 will receive prophylactic
anticoagulation for the first 4 months of treatment (Figure 2)
— Participants also have the option to receive the enhanced

administration-related reaction prophylactic regimen from
the SKIPPirr study®

¢ COPERNICUS implements a pragmatic study
design, including less stringent inclusion/
exclusion criteria and reduced imaging
schedules, and allows participants to receive
1cycle of 1L chemotherapy while waiting for
biomarker testing results

Figure 1: Study design
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Table 1: Key inclusion and exclusion criteria
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Figure 2: Preventing AEs with amivantamab
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Summary

COPERNICUS is an open-label,
phase 2b study evaluating the
efficacy and safety of amivantamab
SC regimens in 1L and 2L advanced
EGFR-mutated NSCLC

This study will use a pragmatic
design to enroll a diverse group of
participants and combine innovative
approaches in supportive care

to prevent and proactively

manage AEs

Current Status

COPERNICUS is currently enrolling, with
a goal of 300 participants in Cohort 1
(amivantamab SC + lazertinib) and

30 participants in Cohort 2
(amivantamab SC + chemotherapy)

Registration Information

This study is registered
with ClinicalTrials.gov
(Identifier: NCTO6667076)
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