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Automated Analysis

Genomic DNA = Allele-specific PCR
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FoundationOne CDx™

Companion Dx Indications (FDA approval)

INDICATIONS

Non-Small Cell Lung Cancer
(NSCLC)

BIOMARKER

EGFR exon 19 deletions and EGFR exon 21 L858R alterations

FDA-APPROVED THERAPY*

Gilotrif® (afatinib), Iressa® (gefitinib), or Tarceva® (erlotinib)

EGFR exon 20 T790M alterations

Tagrisso® (osimertinib)

ALK rearrangements

Alecensa®(lectinib), Xalkori® (crizotinib), or Zykadia® (ceritinib)

BRAF V600OE

Tafinlar® (dabrafenib) in combination with Mekinist® (trametinib)

Melanoma

BRAF V60OE

Tafinlar® (dabrafenib) or Zelboraf® (vemurafenib)

BRAF V600OE or V600K

Mekinist® (trametinib) or Cotellic®(cobimetinib), in combination
with Zelboraf® (vemurafenib)

Breast Cancer

ERBB2 (HER2) amplification

Herceptin® (trastuzumab), Kadcyla® (ado-trastuzumab-emtansine),
or Perjeta® (pertuzumab)

Colorectal Cancer

KRAS wild-type (absence of mutations in codons 12 and 13)

Erbitux® (cetuximab)

KRAS wild-type (absence of mutations in exons 2, 3 and 4)
and NRAS wild-type (absence of mutations in exons 2, 3and 4)

Vectibix® (panitumumab)

Ovarian Cancer

BRCA/2 alterations

Rubraca® (rucaparib)

Summary of Clinical Studies

POSTVEPERCENT | NEGATWEPERCENT | compamaton meTaon:
EGFR Exon 19 Deletions and L858R 98.1% (106/108) 99.4% (153/154) cobas® EGFR Mutation Test v2
EGFR T790M 98.9% (87/88) 861% (93/108) gggg; ggig migtigz ?ﬁ :12
ALK Rearrangements 92.9% (78/84) 100% (75/75) gi;tsazi ;?%Teﬁiégg?:?sﬁséfgbe i
KRAS 100% (173/173) 100% (154/154) therascreen® KRAS RGQ PCR Kit
ERBB2 (HER2) Amplifications 89.4% (101/13) 98.4% (180/183) Dako HER2 FISH PharmDx® Kit
BRAF V600 99.4% (166/167) 89.6% (121/135)t

cobas® BRAF V600 Mutation Test
BRAF V60OE 99.3% (149/150) 99.2% (121/122)
BRAF V600 dinucleotide® 96.3% (26/27) 100% (24/24) THxID® BRAF kit

https://www.foundationmedicine.com/genomic-testing/foundation-one-cdx (EIRFREAZZDZHIEHREZZD)
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Companion Dx Indications (PMDA approval)

FDA-APPROVED THERAPY*

BIOMARKER

INDICATIONS

EGFR exon 19 deletions and EGFR exon 21 L858R alterations | Gilotrif® afatinib), Iressa® (gefitinib), or Tarceva® (erlotinib)

Non-Small Cell Lung Cancer I EGFR exon 20 T790M alterations Tagrisso® (osimertinib)

(NSCLC) ALK rearrangements Alecensa®Galectiniby, Xalkori® (crizotinib), or Zykadia® (ceritinib)
BRAF V600OE Tafinlar® (dabrafenib) or Zelboraf® (vemurafenib)

Melanoma Mekinist® (trametinib) or Cotellic®cobimetinib), in combination

PivAR Y800k or Yotk with Zelboraf® (vemurafenib)

Herceptin® (trastuzumab), Kadcyla® (ado-trastuzumab-emtansine),

Breast Cancer ERBBZ2 (HER2) amplification or Perjeta® (pertuzumab)

KRAS wild-type (absence of mutations in codons 12 and 13) Erbitux® (cetuximab)

Colorectal Cancer KRAS wild-type (absence of mutations in exons 2, 3 and 4)

and NRAS wild-type (absence of mutations in exons 2, 3and 4)

Ovarian Cancer lemeaomieon L edaeremes. L

Vectibix® (panitumumab)

Summary of Clinical Studies

rosmveeceyT | nEeaTvERRCENT | companaton meTHOD:
EGFR Exon 19 Deletions and L858R 98.1% (106/108) | 99.4% (153/154) cobas® EGFR Mutation Test v2
EGFR T790M 98.9% (87/88) 861% (93/108) gggg; ggig mtgtigz ;ﬁ :12
ALK Rearrangements 92.9% (78/84) 100% (75/75) gﬁ;‘itsazi ;?gr(e;?fisgg?:?sﬁséfgbe i
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 99.4% (166/167) 89.6% (121/135)t _
BRAF V60OE 99.3% (149/150) 99.2% (121/122) SEEEERE RS o TR
BRAF V600 dinucleotide® 96.3% (26/27) 100% (24/24) THxID® BRAF kit

https://www.foundationmedicine.com/genomic-testing/foundation-one-cdx (EIRFREAZZDZHIEHREZZD)



Oncomine™ Dx Target Test

FDA Approval as Companion Test (Jun. 2017)

List of Variants for Therapeutic Use

Variant Targeted therap
TAFINLAR® (dabrafenib)
Ll ek lus MEKINIST® (trametinib)
ROS1 Fusions XALKORI® (crizotinib)
L858R .
EGFR Exon 19 deletions IRESSA® (gefitinib)

Reported Variants (23 Genes)

1 ,g}

Ion PGM Dx System

Variant Variant Variant

AKT1 |Mutation FGFR2 Mutation MTOR Mutation

ALK Mutation FGFR3 Mutation NRAS Mutation

BRAF |Mutation HRAS Mutation PDGFRA |Mutation

CDK4 |Mutation KIT Mutation PIK3CA |Mutation

DDR2 |Mutation KRAS Mutation RAF1 Mutation

EGFR Mutation MAP2K1 |Mutation RET Mutation

ERBB2 |Mutation MAP2K2 |Mutation ROS1 Mutation & Fusion
ERBB3 |Mutation MET Mutation

(Oncomine™ Dx Target Test Part I: Sample Preparation and Quantification USER GUIDEK Def %)
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List of Variants for Therapeutic Use

Variant Targeted therap ‘ E‘
I V— TAFINLAR® (dabrafenib) /
| plus MEKINIST® (trametinib)

Ion PGM Dx System

(Oncomine™ Dx Target Test Part I: Sample Preparation and Quantification USER GUIDEK D %)
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Screening Results in LC-SCRUM-Japan :
( 6689 patients enrolled as of 2018/11/30)
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Amoy ROS1 kit
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