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New FDA-Approved Broad Companion Diagnostic for Solid Tumors

FDA Approved. Clinically Validated.
• Clinical Validation: Proven concordance with multiple companion diagnostics and approved
by the FDA for any solid tumor based on clinical and analytical validation of over 6,300 samples1
•C
 omprehensive Results: Evaluates genomic alterations, including base substitutions,
insertions and deletions, copy number alterations and fusions or rearrangements, as well as
genomic signatures, such as microsatellite instability (MSI) and tumor mutational burden
(TMB), with uniform and deep sequencing on the Illumina® HiSeq 4000
•C
 overage: National coverage for Medicare and Medicare Advantage patients across various
solid tumor types is under review by the Centers for Medicare and Medicaid Services (CMS)2

Summary of Clinical Concordance Studies
Follow-on CDx claims were based on a non-inferiority statistical testing approach using the
enrichment design presented in the paper by Li (2016).3 All studies passed the acceptance criteria
specified in each study protocol.
POSITIVE-PERCENT
AGREEMENT (PPA)4

NEGATIVE-PERCENT
AGREEMENT (NPA)

98.1% (106/108)

99.4% (153/154)

cobas® EGFR Mutation Test v2

EGFR T790M

98.9% (87/88)

86.1% (93/108)

cobas® EGFR Mutation Test v1
cobas® EGFR Mutation Test v2

ALK Rearrangements

92.9% (78/84)

100% (75/75)

BIOMARKER

EGFR Exon 19 Deletions
and L858R

COMPARATOR METHOD5

Ventana ALK (D5F3) CDx Assay
Vysis ALK Break-Apart FISH Probe Kit

KRAS

100% (173/173)

100% (154/154)

therascreen® KRAS RGQ PCR Kit

ERBB2 (HER2) Amplifications

89.4% (101/113)

98.4% (180/183)

Dako HER2 FISH PharmDx® Kit

BRAF V600
BRAF V600E

99.4% (166/167)
99.3% (149/150)

89.6% (121/135)6
99.2% (121/122)

cobas® BRAF V600 Mutation Test

96.3% (26/27)

100% (24/24)

BRAF V600 dinucleotide⁷

THxID® BRAF kit

Cobas® is a trademark of Roche Diagnostics Operations, Inc. Therascreen® is a trademark of Qiagen. PharmDx® is a registered trademark of Dako Denmark A/S.

Saves Time and Tissue
•S
 pares tissue compared with sequential
single-gene tests —All FoundationOne CDx™
results are provided from one FFPE block
or a 10-slide sample with H&E slide8

Tissue Needed

(Example in NSCLC)
FoundationOne CDx*

•N
 o equipment purchase required
•S
 amples are sent to our lab and analyzed
by Foundation Medicine’s team of
genomic scientists, pathologists, and
computational biologists
•C
 omprehensive platform that can be
updated regularly as more genes and
genomic signatures are indicated for use
with FDA-approved therapies

10 Slides or
1 FFPE Block
(+H&E Slide)

TRADITIONAL TESTING

NUMBER OF SLIDES

PD-L1

2–4 Slides

EGFR Mutations

2–4 Slides

ALK Rearrangements

2–4 Slides

ROS1 Rearrangements9,10

2–4 Slides

After the fourth driver is tested,
almost 50% patients will have run out of tissue9,10
BRAF V600E Mutations

2–4 Slides

MET Mutations

2–4 Slides

RET Rearrangements

2–4 Slides

ERBB2 Amplifications

2–4 Slides

KRAS Mutations

2–4 Slides

TOTAL

18–36 Slides

*PD-L1 by Immunohistochemistry (IHC) can be ordered as an additional test with
2-4 slides of tissue needed.

TO LEARN MORE:

TO ORDER:

Visit www.foundationmedicine.com/f1cdx

Available to order in early 2018
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