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iREEEIR? JMAC

m standardization

B activity of establishing, with regard to actual or potential
problems, provisions for common and repeated use, aimed at the
achievement of the optimum degree of order in a given context

m ISO/IEC Guide 2:2004, 1.1
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EELOREND1 DI B S EORM JMAC
m  Note to the definition of “standardization”

O NOTE 2 Important benefits of standardization are improvement of the
suitability of products, processes and services for their intended purposes,
prevention of barriers to trade and facilitation of technological cooperation.

m RECORER. HMNESHOWE. ASEED L. il
EiFDIEETT,

B RELEREFA—DOFEOERTELVEEA, T—2D
73— YMPRIRDIEET 25 ABIET, HHERBRO=HD,
LivbEHsE S SR %R~ 9 HREIAHUET,

e DA

\IE
https://sozaikoujou.com/30592 http://Iwww.sozaidas.com/101illust01.html
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m [SO (International Organization for Standardization)

B 1926 ISA; International Federation of the National

Standardizing Associations

O

Cessation of activity in 1944 by WWII.

B 1946 ISO Established by integrating ISA and NSCC

B QOverview

O

ooo 0O

Scale of ISO is expanding according to global economical growth
sustained by international trade.

International standardization except electrical, electronic and
related technologies

163 national standards bodies
Number of Standards over 22,481
Japan (JISC) joined in 1952.

(2019.01.21)
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Category Target

HPV Roche . N microplate
"— 2 hybridizatioh
Microbiology II\D/lathogerlls B ~ . DDH . -
Icrobials HPV Qiagen = N
' ,. PCR :N:r- '?i!‘:t'on '”,-/ CImlchlp e
a4 § ~(multiplex PCR ybricizaty
grrgd 1 (multiplex PCR) DNA Chip
(Microarray) — |
="' o _ Tissue of Origin
- MEBGEN [8888 T
X E — = ) .
Oncology Cancer cells Oncotype D | Mammaprint — = % '
Somatic cells L — @- Q WS
a-* " DNA Chip ——
Therescreen Pharmacogenomix (Microarray)
UGT1A1 CYP2C9 VKORC1 Amplichip { :
. ] DNA Genetic Tests ~ \~ 2 > . ‘
Genetics Germline \»S: .k
Ry
Others e PCR
Allomap (ART-PCR)

v Categories are expanding to include multiplex typing, expression profiling and so on.
v Over 200 tests are under development at the moment.
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ISO 16578:2013 JMAC
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@ LODP (The limit of detection for microarray platform) :
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ISO 16578:2013 JMAC

W English ~

LEod International Organization for Standardization
When the world agrees

Standards All about I1SO Taking part Store Q

Standards catalogue Publications and products

# Store » Standards catalogue © Browse by ICS » 67 » 67.050 » 150 16578:2013

ISO 16578:2013  oreven
Molecular biomarker analysis -- General definitions and requirements for
microarray detection of specific nucleic acid sequences
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ISO - Molecular Testing Relevant JMAC

NGS PCR¥#&
4 )
KTC 34/SC 9 A /TC 34/SC 16\ TC 212/WG 4
/WG 25 /WG 8 Pathogen ISO/TS 17822-1:2014
(_Pathogen ISO/NP 17822 )
Microbiology Meat Speciation - <
Whole Genome ISO/NP 22949 TC 276/WG 3
N L / PCR Performance ISO/AWI 20395
Synthetic NA ISO/AWI 20688-1
TC 276/WG 3&5 \Synthetic Genome ISO/PWI 20688-2
Data Quality ISO/AWI 20397-2 4 TC 34/SC 16 M
Upstream ISO/PWI 20397-1
L PCR ISO 22174:2005 etc. )
Sample
KI'C 212/WG 4 \
a N\ Multiplex Quality of NA 1SO/CD 21474-1
TC 212/WG 1 Multiplex Quality of NA ISO/CD 21474-2
Pre-examination ISO/DIS 20166-1,2,3 FFPE RNA, protein, DNA
ISO/TS 20658:2017 ISO/DIS 20184-1,2 frozen RNA, Protein
ISO/DIS 20186-1,2,3 whole blood
\_ o RNA, genomic DNA, ccfDNA /
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ISO/TC 212 JMAC

W English ~

International Organization for Standardization

When the world agrees

Standards All about ISO Taking part Store Q

Standards catalogue Publications and products

A Store © Standards catalogue » Browse by TC © I1S0/TC212

ISO/TC 212

Clinical laboratory testing and in vitro diagnostic test systems
B ERi31994F EREREBAIEICCLS
ERIRBEAENCHRES ATLICEADIEERRBRARETS.

B [SO 15189 R IRE—mBLENICRATIIERKE
IR \DE%E

B B#EME:US
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The Journal of the International Federation of Clinical Chemistry

and Laboratory Medicine l IFC C

Diagnostic errors and laboratory
medicine — causes and strategies eJIFCC2015Vo0l26No1pp007-014

Mario Plebani
Department of Laboratory Medicine, University-Hospital, Padova, Italy

PRE-PRE-ANALYTICAL  PRE-ANALYTICAL
ERRORS ERRORS

*® Inappropriate test request

* Order entry mistakes

*® Patient/sample misidentification
¢ Sample collection (hemolysis,

® Labeling (secondary
specimens) errors

* Sorting and routing errors

clotting, insufficient volume, etc) ® Pour-off errors
¢ Sample collection from infusion * Specimen-processing errors
route (centrifugation, decapping,
* |nappropriate container aliquoting, etc.)

¢ Sample handling, storage and
transportation problems
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TC 212/WG 1 JMAC

B Pre-examination process DEIRIER(L

W English ~
1 LYo B [nternational Organization for Standardization
-
When the world agrees

Standards All about ISO Taking part Store

Standards catalogue Publications and products

#  Store : Standards catalogue @ Browse by IC5 » 11 » 11.100 » 11.100.01 » 150/T5 20658:2017

ISO/TS 20658:2017  orerer
Medical laboratories -- Requirements for collection,
transport, receipt, and handling ofgamplm
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TC 212/WG 4 JMAC

ISO 20166

Molecular in vitro diagnostic examinations --
Specifications for pre-examination processes for
formalin-fixed and paraffin-embedded (FFPE) tissue

Part 1: Isolated RNA

Part 2: Isolated proteins

Part 3: Isolated DNA

Part 4: in situ detection techniques (AWI, 20.00)

CONFIDENTIAL
©JMAC All Rights Reserved



18

TC 212/WG 4 JMAC

1ISO 20184

B Molecular in vitro diagnostic examinations --
Specifications for pre-examination processes for
frozen tissue

Part 1: Isolated RNA
Part 2: Isolated proteins
B Part 3: Isolated DNA (PWI, 00.00)
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TC 212/WG 4 JMAC

ISO 20186

Molecular in vitro diagnostic examinations --
Specifications for pre-examination processes for
venous whole blood

Part 1: Isolated cellular RNA
Part 2: Isolated genomic DNA

Part 3: Isolated circulating cell free DNA from plasma
(DIS, 40.99)
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Nucleic Acid

Sample

Specimen Specimen Nucleic Acid

1
Collection Handling & Storage Extraction | Molecular Methods

: Single-target analysis

1S021571

JCCLS

An Approved Guideline for the Quality
Management of Specimens for Molecular
Methods: The Procurement, Transport, and
Preparation of Specimens

Focus of the Proposal from Japan

Definition and evaluation method
of nucleic acid sample quality in
consideration of varied
multiplex/multivariate analyses

No Standard

,—-“--------—“--—

’l Microarray
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TC 212/WG 4 JMAC

m [SO/CD 21474-1 “In vitro diagnostic medical
devices - Multiplex molecular testing for nucleic acids
- Part 1 - Terminology and general requirements for
nucleic acid quality evaluation”
Dr. Miyachi will review the document and provide with CD3 draft
by end of January 2019. The CD3 ballot It will be initiated by 8
February 2019 (8 weeks).

B 21270RNABITD7=HDY 7 IVERRBRICDLVTDANneX
4k

m |SO/CD2 21474-2, In vitro diagnostic medical
devices - Multiplex molecular testing for nucleic acids
- Part 2 - Requirements for validation and verification
The updated Form04 (new form) and draft document will be
reviewd for one month.
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TC 212/WG 4 JMAC

m ISO/NP 23118, Molecular in vitro diagnostic
examinations —- Specifications for pre examination
processes for metabolomics in urine, venous blood
serum and plasma

m [SO/CD 17822-2, In vitro diagnostic testing —
Nucleic acid amplification—based examination
procedures for microbial pathogens — Part 2:
Laboratory quality practice requirements
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ISO/TC 276 JMAC

W English
International Organization for Standardization

Great things happen when the world agrees

Standards All about ISO Taking part Store Q
Who develops standards ~ Deliverables Get involved Resources
#  Takingpart > Who develops standards > Technical Committees > [SO/TC 276

Ve ambmmlmmm
Biotechnology

B 20135 EATFRE&FIZFIRM
B N1AFT7/00—2RICEADIERRBRAREETD.

B R INMANY, DR NAATORR, NMALT7%7
7'47Zs F-I-lﬂ“*%Z:_jtj-%o
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ZEETE E DM REF M DR RFIR JMAC

ISO/DIS 20395-1
[SO/TC 276 Secretariat: DIN
Voting begins on: Voting terminates on:
2018-09-14 2018-12-07

Biotechnology — Requirements for evaluating the
performance of quantification methods for nucleic acid
target sequences —

Part 1:
qPCR and dPCR

Biotechnologie — Aspects liés a la qualité a prendre en compte pour les méthodes de quantification des
acides nucléiques cibles —
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JMAC

IS0 JMACIE. SRS EIEL T, ISOMIBIIR. RITREBRETD,

ISO/TC 34/SC 16
RmBEMRRE SFEMERORICRIBENFEICRIIERRS
EREFREE: RIKEHRREHKHTE5— (FAMIC)

F—"—F: 217a7b41. 77U87x— LIRS (LODP) | {E#AEXMH

1ISO/TC 212

IRERRBECEANCHRAREATLEMRRAS

E A RE HAERRERERRS (JCCLS)

F—7—k: ERFRIRE. STHE®RMT. v1707L 1. NGS IH

ISO/TC 276

NMATY/00-BMEARS

E A RE BEERT/N—23r 71— L4 (FIRM)
F—"7—kK: AZENER. AVIRE EFH

ISO/TC 229

F/7o/00-BMERS
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CONFIDENTIAL
30 ©JMAC All Rights Reserved



JMAC O3 4 el 56 JMAC

No. it 58 No. in ISO == EE Lk H HE Ll R {4

1|F470F7 L4187 4 EmeBRkBIN |1SO 16578 TC 34/SC 16 | 90.20 [FAMIC

IEECEEE [ISO/FDIS 20813 [TC 34/SC 16 | 50.00 [FAMIC |

| 3 &AEEOLEITE [1ISO/DIS 20688-1|TC 276/WG 3 | 40.00 |FIRM |

| ABEEBREE~OFHEEREAAAT R [TC212/WG1] - [JCCLS |
5|+/T4/85— [ISO/PWI 23366 |TC 229/WG 5| 00.00 |E#HH |

| 6l T—AH~—2ARH | |ITC 276/'WG 5| - |FIRM |
1|5/ LEEESE [ISO/NP 21474-2 [TC 212/WG 4| - |E#HF-JCCLS
s FEEDERE | [TC34/SC 16 | - [FAMIC |
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Certification Schema

Scheme Owner

JMAC

Certification Body JBCO

International Standard |
e L Acered 3
incl1SO 16578 Product Certification faifsn' —
1ISO 17065 Accreditatio
Body
JMAC @AIST JCCLS Cirtifi- ; IO
—-_——t Accrledi-
/ \\/ . tatjon
Manufactrr Ny Kit components
BN ﬁ .
reeervw Materials
i
" Clinical Labs. 1sq 15189 v Use in Laboratory !
. 1
5 Primary Tissues 0 :
Samples r F) Eé
| I
2S¢ NA - : i
—_— Diagnosis |
]
D N ;I
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J M A C Permanent Organization for Standard Development

DIN, AFNORLEHFLIATIE. MBEAROEBRBEHL 21 L) - LIRERFREEZIEL
T3, BEICIE., 20&5T ﬁ&ﬁﬂlb‘&b\t&b JMACICEWIRERREY K—bT 3,

INATY /O —ERIEDI=HD /=TI
Tool Provider for Industrialization of Biotechnology

HPEORL. NIA77/00 -3 BORMICEAT2RmEBIAIZRIRT 3. (REVH
OEFFTEMRBISOVTELREDFE,

NARBORI R -EEEZADTI7YM7A—LT70IN15
@@ Platform Provider Supporting Bio—science and Industry

C I B E R INMAN X TDIHOERIER/NT L2, 7HTIFEEEEZEELL. 14
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(JMAC: Japan bio Measurement & Analysis Consortium)
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