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Supplementary Table 1. FDA approved drugs by indication in adult solid tumor.

Breast Cancer Targeted agents non companion diagnostics
eBevacizumab, Everolimus
Targeted agents companion diagnostics

el_apatinib, Pertuzumab, Trastuzumab, Trastuzumab emtansine

Colorectal Cancer Targeted agents non companion diagnostics
eAflibercept

eBevacizumab

eCetuximab

ePanitumumab

eRegorafenib

Targeted agents companion diagnostics
eCetuximab

ePanitumumab

Gastric or Gastro- Targeted agents non companion diagnostics
oesophageal Cancer
eRamucirumab

Targeted agents companion diagnostics

e Trastuzumab




Gastrointestinal Stromal
Tumor

Target agents against a tumor with a ubiquitous molecular alteration
eRegorafenib

eSunitinib

Hepatocellular Carcinoma

Targeted agents non companion diagnostics

eSorafenib

Head and Neck Cancer

Targeted agents non companion diagnostics

eCetuximab

Lung Cancer

Targeted agents non companion diagnostics
eBevacizumab

eErlotinib

Targeted agents companion diagnostics
eAfatinib

oCrizotinib

e Gefitinib

Medullary Thyroid Cancer

Target agents against a tumor with a ubiquitous molecular alteration
eCabozantinib

e\/endetanib

Melanoma

Targeted agents companion diagnostics
eDabrafenib
eTrametinib

e\/emurafenib




Pancreatic Cancer

Targeted agents non companion diagnostics
oErlotinib
eEverolimus

eSunitinib

Renal Cell Carcinoma

Targeted agents non companion diagnostics
e Axitinib

eBevacizumab

eEverolimus

ePazopanib

eSorafenib

eSunitinib

eTemsirolimus

Soft-tissue Sarcoma

Targeted agents non companion diagnostics

ePazopanib




Supplementary table 2.FDA-approved companion diagnostic devices for oncology

Generic Name (Drug Trade NDA/BLA Device Trade Name PMA Device Manufacturer
Name)
Cetuximab (Erbitux) BLA 125084 | TherascreenKRAS RGQ PCR Kit P110030 Qiagen Manchester, Ltd.
Cetuximab (Erbitux) BLA 125084 | Dako EGFR PharmDx Kit P030044 S001—- Dako North America, Inc.
S002
Panitumumab (Vectibix) BLA 125147
Afatinib (Gilotrif) NDA 201292 | Therascreen EGFR RGQ PCR Kit P120022 Qiagen Manchester, Ltd.
Imatinib mesylate NDA 021335 | DAKO C-KIT PharmDx P040011 S001- Dako North America, Inc.
(Gleevec/Glivec) 5002
NDA 021588
Trastuzumab (Herceptin) BLA 103792 | INFORM HER2 NEU P940004 S001 Ventana Medical Systems,
Inc.
Trastuzumab (Herceptin) BLA 103792 | PATHVYSION HER2 DNA Probe P980024 S001—- Abbott Molecular, Inc.
Kit S010
Trastuzumab (Herceptin) BLA 103792 | PATHWAY ANTI-HER2 NEU (4B5) | P990081 S001— Ventana Medical Systems,
S016 Inc.
Rabbit monoclonal primary
antibody
Trastuzumab (Herceptin) BLA 103792 | INSITE HER2 NEU KIT P040030 Biogenex Laboratories, Inc.
Trastuzumab (Herceptin) BLA 103792 | SPOT-LIGHT HER2 CISH Kit P050040 S001—- Life Technologies, Inc.
S003
Trastuzumab (Herceptin) BLA 103792 | Bond Oracle Her2 IHC System P090015 Leica Biosystems
Trastuzumab (Herceptin) BLA 103792 | HER2 CISH PharmDx Kit P100024 S001- Dako Denmark A/S




5004

Trastuzumab (Herceptin) BLA 103792 | INFORM HER2 DUAL ISH DNA P100027 S001- Ventana Medical Systems,
S006 Inc.
Probe Cocktail Assay
Trastuzumab (Herceptin) BLA 103792 | HercepTest P980018 S001- Dako Denmark A/S
S017
Pertuzumab (Perjeta) BLA 125409
Ado-trastuzumab emtansine
(Kadcyla)
Trastuzumab (Herceptin) BLA 103792 | HER2 FISH PharmDx Kit P040005 S001- Dako Denmark A/S
S009
Pertuzumab (Perjeta) BLA 125409
Ado-trastuzumab emtansine
(Kadcyla)
Tramatenib (Mekinist) NDA THxID BRAF Kit P120014 bioMerieux, Inc.
204114;
Dabrafenib (Tafinlar)
NDA
202806
Erlotinib (Tarceva) NDA 021743 | Cobas EGFR Mutation Test P120019 Roche Molecular Systems,
Inc.
Crizotinib (Xalkori) NDA 202570 | VYSIS ALK Break Apart FISH P110012 S001- Abbott Molecular, Inc.
Probe Kit S003
Vemurafenib (Zelboraf) NDA 202429 | COBAS 4800 BRAF V600 P110020 S001- Roche Molecular Systems,
Mutation Test S006 Inc.




