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http://www.fda.gov/CompanionDiagnostics

(451

Drug Trade
Name Device Trade Device .-
(Generic NDA/BLA Name PMA Manufacturer Intended Use (IU)/ Indications for Use (IFU)
Name)

The cobas® EGFR Mutation Test is a real-time PCR
test for the qualitative detection of exon 19
deletions and exon 21 (L858R) substitution
mutations of the epidermal growth factor receptor

Roche (EGFR) gene in DNA derived from formalin-fixed

17.(2:Icoet\i/r?ib) 'gsz./.% E/Ioubtaastisgf:TZSt P12001918 Molecular paraffin-embedded (FFPET) human non-small cell

Systems, Inc. lung cancer (NSCLC) tumor tissue. The test is
intended to be used as an aid in selecting patients
with metastatic NSCLC for whom Tarceva®
(erlotinib), an EGFR tyrosine kinase inhibitor (TKI),
is indicated.
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1 INDICATIONS AND USAGE
‘ 1.1 Non-Small Cell Lung Cancer (NSCLC)

‘ TARCEVA is indicated for:

®  The furst-line treatment of patients with metastatic non-small cell lung cancer (NSCLC) whose tumors have epidermal growth factor
receptor (EGFR) exon 19 deletions or exon 21 (L858R) substitution mutations as detected by an FDA-approved test [see Clinical
Studies (14.1)].

2.1 Patient Selection

Select patients for the first-line treatment of metastatic NSCLC with TARCEVA based on the presence of EGFR exon 19 deletions or
exon 21 (L858R) substitution mutations in tumor specimens [See Clinical Studies (14.1)]. Information on FDA-approved tests for the
detection of EGFR mutations in NSCLC is available at: http://www.fda.gov/CompanionDiagnostics

14 CLINICAL STUDIES
14.1 Non-Small Cell Lung Cancer (NSCLC) — First-Line Treatment of Patients with EGFR Mutations

The safety and efficacy of TARCEVA as monotherapy for the first-line treatment of patients with metastatic NSCLC containing EGFR
exon 19 deletions or exon 21 (L858R) substitution mutations was demonstrated in a randomized. open-label. clinical trial conducted in
Europe (Study 4). One hundred seventy-four (174) White patients were randomized 1:1 to receive erlotinib 150 mg once daily until
disease progression (n=86) or four cycles of a standard platinum-based doublet chemotherapy (n=88): standard chemotherapy regimens
were cisplatin plus gemcitabine. cisplatin plus docetaxel. carboplatin plus gemcitabine. and carboplatin plus docetaxel. The main
efficacy outcome measure was progression-free survival (PFS) as assessed by the investigator. Randomization was stratified by EGFR
mutation (exon 19 deletion or exon 21 (L858R) substitution) and ECOG PS (0 vs. 1 vs. 2). EGFR mutation status for screening and
enrollment of patients was determined by a clinical trials assay (CTA). Tumor samples from 134 patients (69 patients from the erlotinib
arm and 65 patients from the chemotherapy arm) were tested retrospectively by the FDA-approved companion diagnostic. the cobas®

EGFR Mutation Test.
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In English
Posted: 06/16/2014

NCI Press Release

Lung-MAP Launches: First Precision Medicine Trial From National Clinical
Trials Network

A unique public-private collaboration among the National Cancer Institute (NCI), part of the
National Institutes of Health, SWOG Cancer Research, Friends of Cancer Research, the Foundation
for the National Institutes of Health (FNIH), five pharmaceutical companies (Amgen, Genentech,
Pfizer, AstraZeneca, and AstraZeneca’s global biologics R&D arm, MedImmune), and Foundation
Medicine today announced the initiation of the Lung Cancer Master Protocol (Lung-MAP) trial.
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Lung-MAP Trial Arms for Treatment
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G000 SCRNCE Welcome lo the EUROPEAN SOCIETY FOR MEDICAL ONCOLOGY
St the leading European professional organisation representing medical oncologists

Successful Implementation of
SPECTAcolor, the First Pan-

European and EORTC Screening
Platform, Proves that a

Logistically Complex

Infrastructure to Run Next

Generation Trials in a

Multinational Setting is Feasible

Over 500 patients in and availability of high quality biological
materials

Date: 22 Jan 2015
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