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® One CDx to One clinical trial.

v “One CDx to One drug”TTl3dia<, &/ “One
CDx to One biomarker” CHB7&0L\.

v{5ll : ALK, BRAF, etc
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£=f11: BRACAnalysis CDx™
(BRACAnNalysiszZZis X5 )
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Ffl12: Oncomine™ Dx Target Test
(>3 1 > Dx Target Test CDx> X5 1)
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114 mutation -amplification (whole exon) 13 fusion genes
ABL1 CRKL IDH2 NF1 RAC2 ALK
ACTN4 CREBBP IGF1R NFE2L2/Nrf2 RAD51C AKT2
AKT1 CTNNB1/b-catenin IGF2 NOTCH1 RAF1/CRAF AKT3
AKT2 cuL3 IL7R NOTCH2 RB1 BRAF
AKT3 DDR2 JAK1 NOTCH3 RET ERBB4
ALK EGFR JAK2 NRAS RHOA FGFR2
APC ENO1 JAK3 NRG1 ROS1 FGFR3
ARAF EP300 KDMBA/UTX NTRK1 SETBP1 NRG1
ARID1A ERBB2/HER2 KEAP1 NTRK2 SETD2 NTRK1
ARID2 ERBB3 KIT NTRK3 SMAD4 NTRK2
ATM ERBB4 KRAS NT5C2 SMARCA4/BRG1 PDGFRA
AXIN1 ESR1/ER MAP2K1/MEK1 PALB2 SMARCB1 RET
AXL EZH2 MAP2K2/MEK2 PBRM1 SMO ROS1
BAP1 FBXW7 MAP2K4 PDGFRA STAT3
BARD1 FGFR1 MAP3K1 PDGFRB STK11/LKB1
BCL2L11/BIM FGFR2 MAP3K4 PIK3CA TP53
BRAF FGFR3 MDM2 PIK3R1 TSC1
BRCA1 FGFR4 MDM4 PIK3R2 VHL
BRCA2 FLT3 MET POLD1
CCND1 GNA11 MLH1 POLE
CD274/PD-L1 GNAQ MTOR PRKCI
CDK4 GNAS MSH2 PTCH1
CDKN2A HRAS MYC PTEN
CHEK2 IDH1 MYCN RAC1
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EHl4: FoundationOne CDx™
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Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products
News & Events

Home » News & Events > Newsroom > Press Announcements
FDA News Release

FDA announces approval, CMS proposes
coverage of first breakthrough-designated test to Hedia
detect extensive number of cancer biomarkers o

2 Tara Rabin
. 240-402-3157

Inquiries

Agencies’ parallel review process makes test for efficient identification of multiple targeted therapy
options available to health care professionals, patients and eligible Medicare beneficiaries sooner cMs

& Press@cms hhs.gov
f sHare in UNKEDIN | @ PINIT | 5 EMAL | 8 PRINT L 2025006145
Consumers
For Immediate November 30, 2017 . 833-INFO-FDA
Release
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Example: FoundationOne CDx SSED Table 6

\Variant F1CDx+/ F1CDx- F1CDx+ F1CDx-

Type evNGS+ /evNGS+ /evNGS- /evNGS- PPA¥(35%CI)  NPA*(95%Cl)

All short 1282 73 375 284218 94.6% 99.9%

variants (93.3%-95.8%) (99.9%-99.9%)

Substitutions 1111 39 334 242540 96.6% 99.9%
(95.4%-97.6%) (99.8%-99.9%)

Indels 171 34 41 41678 83.4% 99.9%
(77.6%-88.2%) (99.9%-99.9%)
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