26

10 15

SRL

° PMDA

IHC FISH

IHC FISH

81

SRL

PMD



10

NGS

Web

82

11

12



CobDx WG

° LDT FDA

o NGS

e LDT IND IDE FDA
analytical validity clinical validity

clinical validity

feasibility

83



Analytical Validation

LDT

10
11
12

84

PMDA

Lu



26

12 1 2 4

28

Web
URL

HP

SRL

85

PC



ALK

RUO/LDT

CDx
CDx
FISH Vysis
PMDA
CDx
LDT
LDT

LDT HomeBrew

86

FFPE



LDT

DNA

LDT

CLIA

LDT

redlection paper EMA

87

(Nortified Body)
EM



26

3
27 3 11 2 4 30
28 1
SRL
[
Web online
48 23 5 2
Web
LDT
m  Molecular Medicine Tri Conference
2 15 20 Molecular Medicine Tri
Conference
Diagnostic Channnel CD NGS
CDx CDx
LDT NGS
FDA  EMA
(NICE: National Institute for Health and Clinical Excellence )
CDx Health Canada Cancer Care Ontario

88



NGS LDT CDx

heterogeneity

CTC(circulating tumor cell) ctDNA(circulating tumor DNA) Liquid biopsy

CDx Short Course
Maham Ansari

The Regulation of Companion Diagnostics: A Global Perspective” Therapeutic Innovation &

Regulatory Science 47(4) 405-415 (2013)

Washington
Seth Crosby “ The Devil is in the Details: Clinical Realities of NGS-based Tests as Companion
Diagnostics” " LDT" s are faster than 510 (k) but are they safer?
“ LDT 510(k)
LDT
LDT 1VD
CLIA
LDT CDx
FDA
|
Lu
CDx FDA CDx
LDT
Lu " Policy” " Vision”

89



CDx

CDx
CDx Vysis
Cbhx 1

AMED

LDT, NGS

Wet CDx

PMDA

LDT

” ” LDT

90



