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ISO TC34 SC16  Horizontal methods for molecular biomarker analysis

Standard Title Horizontal methods for molecular biomarker analysis —
General definitions and requirements for microarray —
Detection of specific nucleic acid sequences

July, 2010 NP: New Work Item Proposal
v
December, 2010 WD :Working draft
\ 4
December, 2011 CD: Committee Draft

v
December, 2012 DIS: Drafted International Standard

v
October, 2013 FDIS: Final Draft International Standard

\ 4
15" November, 2013 Published as International Standard (I1S)
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SPIDIA-RNA: First external quality assessment for the pre-analytical phase
of blood samples used for RNA based analyses

M, Pazzagli®*, F. Malentacchi?, L. Simi % C. Ordando?, R. Wyrich ", K. Gitnther®, C.C. Hastmann Y,
P. Verderio®, S. Pizzamiglio®, CM. Giniselli®, A Tichopad **/, M. Kubista®, S. Gelmini*
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ISO TC212/WG1/N254
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ISO NWIP $$$$$ By Dfp%sure

Date: 2012-10-0508-$$

Secretariat : ANSI

Nucleic acid based in vitro diagnostics for detection and identification of microbial
pathogens - Part 1: gGeneral requirements, and-terms and definitionsvecabulary
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Background: Market Expansion of
Multiplex/multivariate Molecular Analysis

Category Target Products (Muliplex PCR —Probe Hybridization->Microarray)
Cervista
HPV Roche . microplate
--"'—.‘ g : "7 hybridization
Microbiology Pathogens > DDH - E —
Microbials HPV Qiagen pep DNA-ONA s Clinichip
_M. (multiplex PCR) Hybridization
DNA Chip
— (Microarray)
= o e Tissue of Origin
b mescen (it [l Moo of Orie
— . CancerTYPE 1D
Cancer cells Oncotype DX = —— =
Oncolo . ] Mammaprint Ryl £
9 somatic cells Q 4= o f -t
be T 5 S
Therescreen Pharmacogenomix OSiresiray}
UGTIA1  CYP2C9 VKORC1  Amplichip
: 8 s Lo\ cGH
Genetics Germiine M ’5/ @ i —
R s
Others == PCR l_ MS-array
Allomap  (gAT-PCR) _.,i

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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e NOTICE OF MEETING / DRAFT AGENDA
_Iso CONVOCATION / PROJET D'ORDRE DU JOUR
NI — Date 2013-06-21

— Reference

ISO/TC 276 N 002

Title of / Titre du TC/SC

[SO/TC 276 "BIOTECHNOLOGY"

Secretariat / Secrétariat MEETING / REUNION

GERMAN INSTITUTE FOR Meeting dates / 2013-12-12 (11:00 - 18:00)
STANDARDIZATION Dates de la réunion  2013-12-13 (09:00 - 16:00)
(DIN)

B TC 276#1HTH#HE=(F20135F12
A12B»5HIE.

B ScopeWG (RMIITG) DI@ALAH
EL7,

CONFIDENTIAL

11 ©JMAC All Rights Reserved



12

TELTE, TETVLNTE
Tl
= mEER

O fhDIRZE(CHEAEDEIGICIVISOTOIRFE(LFTN ZFEILL TE .
O EAOFMROAEZERLT. MMARBORLOIRELEHRAELTEL,

B #H277ELTORMADER
O /1A 0%, et iRiRft. EENRRRICETI7L—L7— 73 BE T,

CONFIDENTIAL

©JMAC All Rights Reserved



[nié 4 - BO S

13

INA A EF O L DAY

INLALT22T19 AR (TC 276/WG 5)

m (TC 276/WG 4) ISO/NP 24480 Database Validation
ISO 21973:2020 Cell transportation ISO/DTS 23494-1 Provenance information model
ISO/DIS 20404 Packaging _
$RastE (TC 276/WG 3)
HRAEEM (TC 276/WG 3) ISO 20391-1:2018 Cell counting — Part 1
ISO 23033:2021 Testing and characterization ISO 20391-2:2019 Cell counting — Part 2
st@lY— (TC 276/WG 3) PCROISH
ISO 20688-1:2020 Oligo NA g NGS#Zth
ISO/CD 20688-2 Synthetic Genome TC 212/WG 4 ( )
Y - TC 34/SC 9/WG 25
S ISO 17822:2020 Microbial pathogens L ISO/DIS 23418 Microbiology Whole Genome )
e N
Al -‘f 4 N
MEOMBIE (TC 212/WG 4) | TC 212/JWG 6 | TC 34/SC 16/WG 8
ISO 21474-1:2020 Mu]tlplex; Tgrm|_nology/r(_egwr_ements L ISO 5798 SARS-CoV-2 detection ) ISO/CD 22949-1:2012 Meat Speciation
ISO/DIS 21474-2 Multiplex; Validation / Verification s N - J
ISO/NP 21474-3 Multiplex; Interpretation / reports TC 276/WG 3 / ™
ISO 20166-1,2,3,4 FFPE: RNA, protein, DNA, in situ ISO 20395:2019 PCR Performance TC 276/WG 3&5
ISO 20184-1,2,3 Frozen: RNA, Protein, DNA > < ISO 20397-2:2021 Sequencing data quality
ISO 20186-1,2,3 Whole blood: RNA, genomic DNA, ccfDNA TC 34/SC 9 ISO/DIS 20397-1 NA & library preparation
HOAITEAEL SRl PV L ISO 22174:AWI Pathogen detection etc.) \&ISO/PV\” TSRS I Efpie e /

St
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>
o I 1 4
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ISO 21474-1:2020 Mu_ltlplex; Tgrmmology/rgqmr ISO 5798 SARS-CoV-2 detection ISO/CD 22949-1:2012 Meat Speciation
ISO/DIS 21474-2 Multiplex; Validation / Verificat . s
ISO/NP 21474-3 Multiplex; Interpretation / report TC 276/WG 3 4
ISO 20166-1,2,3,4 FFPE: RNA, protein, DNA, in situ ISO 20395:2019 PCR Performance TC 276/WG 3&5
ISO 20184-1,2,3 Frozen: RNA, Protein, DNA > ISO 20397-2:2021 Sequencing data quality
ISO 20186-1,2,3 Whole blood: RNA, genomid TC 34/SC 9 ISO/DIS 20397-1 NA & library preparation
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No. No. in 1ISO 3 ® BSE

[RAOO0F7LAICBEd AR EREIE  [ISO 16578:2022  |TC 34/SC 16 | 60.60 [FAMIC

2| A FEH 5l [SO 20813:2019  |TC 34/SC 16 | 60.60 |FAMIC

3[ & Fi%EE D & B a1l ISO 20688-1:2020 |TC 276/WG 3| 60.60 |FIRM
ABEEBREE~NDFHBEMEADAT R |PWI TC 212/WG 1 - |JccLs

51 /5%2/05— ISO/PRF TS 23364TC 229/WG 5| 50.00 |EE#2

6| T —ARN—RmE ISO/CD 24480 [TC 276/WG 5] 30.20 [FIRM
7{MultiplexfZ2$T D 1= D% EE R E ISO 21474-1:2020 |TC 212/WG 4| 60.60 [JCCLS
8|MultiplexfiZ#T(7 / LIZEMNE) SO 21474-2:2022 |TC 212/WG 4| 60.60 | #8f-JCCLS
9|MultiplexfZ 4T FEIRE RS ISO/CD 21474-3 |TC 212/WG 4] 30.00 [JCCLS
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