JCCLS)

(Japanese Committee for Clinical Laboratory Standards:




FISH

precision medicine

(in vitro diagnostic device:




IVD )

laboratory developed tests: LDT

(Japanese Committee for Clinical Laboratory Standards:
JCCLS)



Organization for Economic Cooperation and Development,
OECD

OECD 2007

2012

2016

LDT

27 1



TF

TF

2017 3 10

2015 11H~2016 7

2016 10

€y

9

&)



2006 DNA  RNA

DNA

23



EGFR

DNA

BRCA






FISH

E.
2016
International Organization for Standardization: 1SO
212 1S0/TC212 (clinical laboratory testing and in vitro
diagnostic test systems )

ISO 15189:2012 Medical laboratories - Requirements for quality and

competence -

1SO 15189

LDT



1SO 15189

EQA GetRM

2012

10




2016

15015189 2012 -

28 4EJE~

JCCLS

JCCLS, JMAC, JAB

11




CAP EQA
EQA GetRM
CAP JCCLS
JCCLS JCCLS

12




