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International Organization for Standardization (ISO : FEIBSEE#E LEEAE) OBE LEDOKEL, RO
MRIZE > TR X N2 EMZEHS (Technical Committee : TC) Td 5bo 1SO &, FHMEOMGZ M L,
EOETHEMTE BHMBLHEEZER L T b, I1SO HECHFIX, EMROMSICERIWT, HSNSH
FELBHEME L, R OEMMEEY K L2 BRFHS T LD ONTWE, TOLHELEATS L,
[ —REOBE - - 2AZRMET L DML R D, ISO ZHiK ST 5 TC D9 H, ISO/TC212 1% [
RIS & ARV A > A 7 2 (Clinical laboratory testing and in vitro diagnostic testing system) ] % 1
L, 5Oo0fE%M% (Working Group : WG) IR TilEIZ2 LCT\wb, 209 H WGL X TEIRMAEC
BIF5 Mg S (Quality and competence in the medical laboratory) ], WG4 1& [#AEWHAS & 40F L W
(Microbiology and molecular diagnostics) | O HELHEDORE A FNEFNHYE L Twb, WGl 233G L T
WA d B RICHIE, 1SO 15189 : 2022 [ A E—ME & 5§ 2 45 E 2ok FIH (Medical labora-
tories — Requirements for quality and competence) | T&H %, WG4 2HY§ 5 E 1, MAEYWHEBREIZD
L&D, SR R B O Liquid biopsy 7 & O TAEWFMMAICES F T, FEWICLIEICHIz-T
W5, it ISO/TC212/WG4 1& ISO/TC276 (N4 45 27 2 u ¥ —) & Joint Working Group (JWG) % #l
# L C, ISO/TS 5798 [AIZ R > A 7 A — B IR % v 72 SARS-CoV-2 MZ B3 2 2k &
SR (ISO/TS 5798 : 2022 In vitro diagnostic test systems — Requirements and recommendations for
detection of severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) by nucleic acid amplification
methods) ZTI4T L7z F72, WG4 IKIERIIHEILTBY, £ OB TEZTITL T b, ISO/TC212
PO HROEBSHHESN TN S Z Eh D, ZTOWHHEMEET 272012, HWHIZEE R EBREGRE OSlH
KON G,
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Table 1. Template for comments and secretariat observations (author modification)
Date: Document: Project:
Line Clause/ Paragraph/ .
MB/NC! number Subclause Figure/Table/ Type sz Comments Proposed Observatlong of
comment change the secretariat
(e.g. 17) (e.g. 3.1) (e.g. Table 1)

1: MB =Member body / NC=National Committee (enter two-letter country code, e.g. JP for Japan; comments)

2: Type of comment: ge = general, te = technical, ed = editorial

Table 2. Five working groups and roles in ISO/TC212 (Chairman of the National Review Committee: Hayato Miyachi)

Woking

group Role Role (in Japanese) Japanese delegation
1 Quality and competence in the medical laboratory R RICBIT A ME Ll Hayato Miyachi
2 Reference systems JeHE S 25 4 Hiromi Saeki
3 In vitro diagnostic products LSS R Tomoya Sakurai
4 Microbiology and molecular diagnostics WA & ST W Yoshikazu Ishii
5 Laboratory biorisk management MEZEDONAF VAT - <A I AV b Hiroaki Ohnishi

5 Tt & ) 72 H AR R MAT AL # 17 5% % (Japanese Commit-
tee for Clinical Laboratory Standards : JCCLS) »%% )5 &
HA L, ENMEZRESRERIIHE T HUUEHRZEO
BANEEDHB LT 5,

ISO/TC212 13 42 P E D P-X )N —, 17D E D O-2x ~
NW=257%0, BT 5 LEOKBILP-2 VN —DHHEIC
XoTHbNb, BRIZP-X Y N—FETH Y, B-EINT
LEWE, ENEMEE L TRED L WIIFRABOFE L UBL
HAAXAYIEMNOFHEAL TS, 7B, T X Y MIHIZ
BREZBRZOTIE AL, XEOBIERERZ, axX v FT—
TN ERCTRB L 2T IR 5% (Table 1)

ISO/TC212 iX Table 212 78 3 & 9 1252 @ working
group (WG) 2SR ENTWwA, £ WG DOXLEEETF —
DEIA VT4 VB THERE D LD LERERET o
PoE SN2, AFIC—BERRfE S D ISO/TC212 D4tk
SHMOBICHBEINDE WG DEREHTBIEDR, KEE
2AHZENTENTISO/TC212 DEREFHEIZHR L TKRIR
FRATNELR SRV, X5, SHOIEHOREN SR,
KR S NI Z DO P % G %0

BARREDZEELDES
WEMHA 7 SRR, BERAE L 3R2 Y, A
MEDOREREZHEET S EIETER . Ldi> T, B
RIEIBHETHL I LNEREINL, Thabb, MEWH
Fix “woTH, EITY, PRTY FWUMEREREE
WHTHIEDNTEL L), HEELINRELZEAT S
CENHEETH S,

AR 2 Bl e o v BRIEE L ShTwiz, T4
bb, MAEMREORKER, BMAOBLCRBELEL TS
10 HAERM AW HERE
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EEZLNTWz, UL, HAERTIE HAROMA WA
H¥ROBATHEIEDFETH L, BELOHMTH 55
LWHWEBZITZDEICTHE, "“FOEDARY ¥
AN BERH) L EINL, LHL, ARY YU RIS
WHizksdl, MELVNVEHFT L2 EPWEECR S, &
D7D, WAEMKAIEG OB LEL 7D, HiELT 5
LX), METFESHAMEORMELR EWMEE 2,
FHETHE UMM R Z BRI T2 2 LML 2%, &
HIZ, BHELOIRAENRTE RO IR, TIHE
ERT 2 TNWICFELEDEI LT, BRELLVBENS ZHE
IR TEX B X125, E5I1C, BB S -5 37)%E
L LT, PDCA# 4 7 ) (Plan, Do, Check, Action) %
AR LT, WA S 2 O LRI, ‘el
THMEDHERET 2 2 L BT 51 b, PDCA ¥4 7 L %
a2, OMEOZICEb S Z L33k e L Chitsk
TH5Z L, OMAEZREBOBRBLEEMEWHEICITLZ L, O
NIRRT O L HEEBOBEENEETH L I W
1SO 15189 [ERM A= —aE & 5EIIIC B 2 e B2k S IH ]
THfith s hTwa,

ISO 15189 DEREMEZ ML 7B =

FAE T ISO 15189 DFRERE AWML 725t e LT, °F
%25 457 1 1 BAf O FEHE# [THERIC B 5 IR A SO
AT 2 HARME 2 )70 T Rk 28 4 E D
TR YOE T [ EIBSEEAE M A PN o fapke AL e | S
EN-Zl, WERAV ¥y 7 -85 Y ¥y 7R OE
By — ) ALHHORE S L EPBT N5, FHME T,
TEBRIR A 2 FEMES 2 M1 TR ARARAE 2 A 2] g A B 27
4s (College of American Pathologists : CAP) ¥ 7z 13 ISO
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15189 7 & DOARE-C & 2382 ASRD NIz T2, B
BN E © [ ERE SRS NG ] A Sz,
Ba 2 5701203 [ EIBEEAEAL R AYE O 72 B IR A B
T 5 FEEHE IR D S HMTRE I ORE ] &2 T B BB EE
PRI TH D Z LR BNz, KFEY =1 ZAIZBWTIE,
WD & %\ I TRASE O % [ OMAT T — 7\ HAREDS
RKOOLND Z LD, EREEITHEREL S N RO b
bo NSO EH HATISO 15189 D FGE % 2 5 Hisk
PEIMLz—REEZON5, 72721, ISO 15189 DFEE %
ZAF 7R OMARE, BEB X K>S OFEHE 2
5ZLi3bELy, PADOEHREZRMT LI LIIOLNE T
LOVHEETH D,

ISO/TC212/WG4 #AREFIITL £-30E

We4:, ISO/TS 5798 [kAVisliteds ¥ A 7 A — R IR
% v 72 SARS-CoV-2 # B3 2 TR G0 & 3T ] A%
FfF &7z, TS 1 Technical specification (FAtiflkEE) o
W, WH OISO OBM L ITRL Y, HERFIHL L
L7 BEM 7 T#ETH B, ISO DHKILE L IS OWETIE, £
NENSETEBLUIET LILfTFbNSB, COVID-19 D&
P> T, SRS HASERINN RS, HBEEREB LD
MRS DAL A A D EIZ X B SARS-CoV-2 D 5 J5 A A% i 1id
TSR G ETEEND LI holze LEL, F0D
WADIERALDS SN T WA oTze DL BEREMS
ISO/TS 5798 1%, SARS-CoV-2 M JEARAZ I 1Y I et oo A itk
(LD 7= DHERFIEZIY T Ld TSN, 2O,
ISO/TC212 B X NISO/TC276 (N4 F 527 Ja v —) 7
Joint Working Group (JWG) ##MkL CTHRZEL - LETDH
D, ISO/TC212 253 E B ANENBEREAZEE (il
) 2% project reader ®— A & LT, FmH#IZER IS0/
TC212/WGl B L O WG4 H24) I FEREF —2D—HE
L&l Sz,

ISO/TS 5798 1, SARS-CoV-2 O ¥l B g At i o % 5t
BA%E, MREE, ZUPERERR, & b HSRBUAIC S 2 MR, M
&, WEBOL7E 2 2T A HERFHEAI R S TWw 5,
L72255 T, ISO/TS 5798 i3 Tk 7 & BBzt sk Mk 12
T BMRAE A N— L, BB, ISO/TS 5798 @ Stake-
holder (FIERFRHE) & LT, HIVZWAEREMORMSE - 2
WEH R SARS-CoV-2 DHFFE - BT & i3 5 #8E - HLHK
LEPRIFEND,

HAIZH1F 5 ISO/TS 5798 12k AR AEIZE W E I3 E
AV, AR A OIS T 5 E 2 R, ke
R EAF L O LN HARBEOAMN B LHETH D L E 2
TV 5o THERBEEMRA % FE i L TV 2 gk O 1 E H
T TENL Z & IHFE L2,

2020 4 LLF%, ISO/TC212/WG4 70 & FIAT S 7230313 D
TOEBYZIEIHIzoTWb, WL DHh DI
TICEBRLTEBY, Thoox#HE, BIFET-mniZar
W, ISO 17822 @ 2020 [AAVEWit A > A 7 A — AL W9 R
PROBH & 772 VB3 2 A% R A1 5 T 3 i — A R 3 IR D oy
BB, 1SO 21474-1 © 2020 (RFM B W R R HE i - IR AS 2 —
KRS & 5 2 THH 5 T2 RO —55 — 80« JHaE & Bl AT
MBS 2 — M TR FIH], 1SO 21474-2 - 2022 [RHV S

FEPEHE S - R —RIRIC X A S H A —E
T EMPEORERE & BGE], 1SO 201664 : 2021 [4)-HES 1A
A2 W BR—FFPE Lk o s B ai L 3L o BUAE—E U EB © in
situ TOMMEA], ISO 20184-3 : 2021 [5EEZ RS2 |
TR LR 0 SRR BT AL B o BIAE— =30 - DNA 48],
ISO 23118 : 2021 [ M- b i Wi ik i—IR, BRI B X
OV DACHH 33 2 Mo Hi AL B o A% ], 1SO 16256 :
2021 [BERRARAS B ORAVB WAL ¥ A 7 A — G |2 B 5
% BB F EL TSR 3 2 BUELTA 38 O ARAMIG PR Al A oD ZEHE v T
1SO 20776-2 : 2021 [EREMA & ARAVEWIRAE > 2 7 2 —J&
YR JEUAR O R VRS B OVPU I S 2 VA A i O Pk e T
Mli—55 =3 © PR SERZ YRR R O PERERRIG ) s 2 38,
ISO 21474-1 3 X OFISO 214742 13 H AR DS3R % L, = ER
£ Project reader & LTEEDTARLELETH 5,

INBIIZHATL T L D2 OB E D 2019 45 F T2
TENTW5D, MEWREL S TZH N5 2 WG4 135
COYBREERBELAZHEYE L TVE, 272L, HA»SE
BAIEEI L TW A DRSNS FR 22T THHZ L, X
WO TR B %\ Z LS DIREI OB H 72 0 IFe S
b,

BERTETFEDHRENE

ISO PWI 8219 KAV likds > A 7 A —IRYIEB W & &
HZ B 5 ERBARA & EHE IR & Pug LI o e
B L OHBIEN O 72D OFRFIH (IE) ] 1%, ERRMAE~
DI HET S NIED TV B BIEH ¥ — 7 v — R
VA =L RV EOKE B X OO
D72 DOHIELETH B, 2022 4ED ISO/TC212 D4tk i
TXEREEIND, FOH%, I1SO/TC276 005 [ A 5757
AWMLY =7 2 (MNGS) Hifli 2 H v 72 R 5 0 K GiE %
FIERIITHWEERDOMCICET 244 N4 »] RESI
TWBHIEDPHP L7, 20720, WEHHEL, ISO PWI
SUIIHETHILICEEL. T4bb, ISO/TS 5798
DD X 512 JWG # HlFkE 312, ISO/TC276 131) = v A
YN—E LTISO PWI 8219 D FEICH T 5 &1k o7
ZEMD, 2023 SEFEICHIfE S B ISO/TC212 D&k &7#IC
WOTRETHZ LR T,
NEOFELARIIUTOEBY ETHZENINETIC
&z OB H ORI D 720 OBARTRI
LR, BIERHLEE, 54 75U —EL, MEIERAIYGE, KRR
IENT, 3 X O, @DNA, RNA (BXUZEh 6 0ZER)
O, @R E T HmEMRITY A VA, MEH, HE, o
O FAZTREAR, OREOEBEFH (2 ) =ANAF 7/ 3
JALEBEINEZ LD D), OBRRHEEHEORE LS
AW IE ERR ORI L T 5. %, 5RO
A 7 UNA F—2HIZOWTIE, MoLETIDY FiFsT]
MDD %0 12855 7 5 LHREF — 205 S 1, 2023
4E 10 HICBIfE S M 2 RS TEES ATV 5,
filcd [FY#VBlaE & AT X B WG B4 58
] L THE#RSN, 2023 E DR HTHHIRET
LIENPREL TS, B, CENRFDAZEDAA ¥
YARMOLER WHO & DN LETHL I L, BIY
ISO/TC215/WG3 b B $ 5 LEZKEHTH B Z L O
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WAk Sz,

FRRIAEIZ & o CTEE R T 4 A 7 JLEkE OB E D
2023 SEDEREHTRESIND 2 LT 572, ZOILHE,
2021 AWM T u Y o 7 b e L TR S 72 ISO/AWI
20776-3 (BRI A & ARSIV > A 7 A —I& G M9 I AR O &
VMRS e OVBU R 3 RS2 Pk M A 2 0 R B2 RERTAII— 28 =350 -
JRGIE & B# 9 2 I A O REFEF WX 35 in vitro FUH
FIGERAD 72D DT 4 A 7 Pk RAEED] &+ —FER) T
FC, IBRETLILDOTH D, ZNT THEIHRD KI N
TELD, UTFDO L) %% L oMENAER &7z, Clinical
and Laboratory Standards Institite & European Committee
on Antimicrobial Susceptibility Testing ®% { ®# %, HAR
WZEFHLA 7 VI O REHE AT 5 2 &, Mueller
Hinton ERFEH OB ICIZSDEPRKENT L, Z201ES
DEORIEDSHEER Z &, FERREEIC X ) BRI T
bbb HIEME R 5 2 &5 5, quality control L ¥ V1
U B 74 X7 BEASERR MR E S E O I AT
RpZ e EAERINIBEETH B, EHI1Z, WO
OPREIZBBTT LA 7KL ¥ MEE o MIC i & ik
PRI ASA B IS, very major error 2% 30% F2JEA U %
CEMHL TS, D LEoEENS, ISO/AWI20776-3 1%
ETCOFERDPSOMERZRL L PHEER 2 L THENS,
D72, KRLFHEIZISO 20776-1 B L U2 D L 9 HERFHI
TR, HRFEZ LD TS E LTHZICRET S 2
LI o7z, ISO XEFTHEO A TR L, HFrAHE R AT
FHE D, ERCHEATE BB CELZRETLHEG1D
%o ISO/AWI20776-3 1%, 412 ISO SH BT IHEI O M & 12
W) HDOTHb,

B bW

ISO/TC212 1% [HRRMA & RIV B IAT > A 7 A ] 1B
FTAHBLEOERZHEYLTHY, hTh WG4 I
WAt L B THREZHEN L TB Y, RLIERIEHL T
WG THhbo ZDOFiFEIIIMBAWHRE & 2 BHES %8
fEFRAEICE & E 57, WHENKAR Liquid biopsy, &
52 R~ O artificial intelligence (N T.HIEE) Dt H
WCELFT, EWILHRTHICRATY S,

ISO O iEE L pCH UM E O - -2 %23t 5
LODEBREEREDLIEIIH D, LoL, EESHEIEC
o G, AT D L XD, ERRICLERKT S
bDOTHb, TOZLZIFEL T, HADFRMAR RO R
M T A I, FEMAYIC ISO OFFENICE S L Tw
7272& 7w

ISO DL, KE¥FOWIEEECIEAREHRE D T Hk%
Blhtuwhvold, HETHL, ToHEHE LT, O/H
FENWETHLHI L, QEROERS 74 TIEBTHLZ L,
@ ERLDICE K2 ET 5, OEMIIES BV
EREDFTONL, TDLXH)BEEIS, 1SO OIEH)IH
AR TFEE R ERE XL { v —HT, 72721,
OREMOTMZ D I LHRNTE L, OWFEE - EHERE
DOEBER R Ay N T =2 WA TE L, QEEOLTELE S
PN AR Z DR ED XY v v B S, 1SO DOIGH)
WCHEIRZ 5D, BHWIREE D 5 WIZERBREDIBE T 5 2
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diagnostic test systems — Broth micro-dilution reference

Importance of international standardization of microbiological testing

Yoshikazu Ishii
Department of Microbiology and Infectious Diseases, Toho University School of Medicine

The International Organization for Standardization (ISO) develops its standards documents in Technical Committees (TCs)
made up of experts from around the world. ISO standard documents are compiled on the basis of expert advice, defining
the terminology used and the scope of application, and outlining requirements that reflect the latest expert knowledge. The
introduction of these documents ensures that products and services of the same quality can be provided ISO consists of
more than 300 technical committees (TS), of which ISO/TC 212 is responsible for ‘Clinical laboratory testing and in vitro di-
agnostic testing systems’. diagnostic testing systems” and is divided into five Working Groups (WGs). Of these, WG 1 and WG
4 are responsible for the development of standards documents for ‘Quality and competence in the medical laboratory” and
‘Microbiology and molecular diagnostics’ respectively. The most important document for which WGI1 is responsible is ISO
15189: 2022 ‘Medical laboratories — Specific requirements for quality and competence’. The documents for which WG4 is re-
sponsible are very diverse, ranging from microbiological tests to pathological tests and molecular biological tests such as the
Liquid biopsy. It has recently formed a Joint Working Group (JWG) with ISO/TC276 to develop ISO/TS 5798 ‘In vitro diag-
nostic test systems — Requirements and recommendations for the detection of SARS-CoV-2 using nucleic acid amplification
methods was published. WG4 is also active and has published a number of standards documents; the participation of young
researchers and medical professionals is required to continue its activities, as Japan's contribution is expected from ISO/TC
212.
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