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Exon 21 L858R Alteration

Clinical validity of FoundationOne Liquid CDx assay was established as a companion diagnostic to
identify patients with advanced NSCLC who may be eligible for treatment with TARCEVA® (erlotinib),
IRESSA® (gefitinib), or TAGRISSO® (osimertinib). Two hundred and eighty retrospective samples from
NSCLC patients were included in this study, which were tested for EGFR exon 19 deletion and exon 21
L858R alterations (EGFR alterations) by the FoundationOne Liquid CDx assay and the previously
approved cobas® EGFR Mutation Test v2 (Roche Molecular Systems, referred to cobas assay)---

10.2 FoundationOne Liquid CDx Concordance Study for EGFR Exon 19 deletion and EGFR

Table 42: Concordance among CCD1, CCD2 and FoundationOne Liquid CDx results with eligible

samples (n=177)

CCD1+ CCD1-
CCD2+ CCD2- Total CCD2+ CCD2- Total
FoundationOne Liquid CDx+ 80 4 84 1 3 4
FoundationOne Liquid CDx- 2 0 2 0 87 87
Total 82 4 86 1 90 91

FoundationOne Liquid CDx Technical Information
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3 Warnings and Precautions

Patients for whom no companion diagnostic alterations are detected should be considered for
confirmation with an FDA-approved tumor tissue test, if available.

4 Limitations

A negative result does not rule out the presence of an alteration in the patient’s tumor.
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