AFNTCAEREE 1S0/TC212 KR EELSHE

Report of ISO/TC212 National Committee Activity in 2018

B BA (ISO/TC212 ENKRHZASRZAER RERFEFTERBIRFRBERREFHIL)

Hayato Miyachi, MD, PhD (Chairperson of ISO/TC212 National Committee, Professor of
Laboratory Medicine, Tokai University School of Medicine)

1. ENBEFEZESHERA N — (BB /)
WGl ZE 194, W62 KB 14 4, W63 £& 13
£, W64 FE 144, W6b £E 104
FTP—==T 4, BRI 2

2. 1S0/TC212 DOAEEE

1)

2)
3)
4)
5)

6)

£ Fp:Clinical laboratory testing and
in vitro diagnostic test systems ([
IR K MRS Z R S AT L)
%P : Adams Jack Zakowski (ANSI)

i 4E : US (ANSI)

B : David Sterry (ANSI)
HAREEER

A A AR HETR AT 2 (JISC) / B ABR AR R
IR S (JCCLS)

Working Group

(1) WGl:Quality and competence in the
medical laboratory  (ERIRFRZEE=E
28T HME L8 J)) /Convener:
Sheila Woodcock (%)

(2) WG2:Reference systems (FEMET AT
2\) /Convener: Hubert Vespe (US)

(3) WG3:In vitro diagnostic products
(R4 2 8Ld) /Convener: Karen
Roberts (US)

(4) WG4:Microbiology and Molecular
Diagnostics (T/EMIRAE & 70 772 1T)
/Convener: Uwe Oelmiiller ( KA )

(5) WG5:Laboratory Biorisk
Management (MRAZED/NA A Y A7
~ %Y A K) /Convener:Patricia
Olinger (JZ[E)

3. INERIE Conga EFEER R 4 BEAR)
1) P-A L R—[H : 42 N [E

Argentine (IRAM), Australia (SA),
Austria (ASI), Belgium (NBN), Canada
(SCC), Chile (INN), China (SAC),
Columbia (ICONTEC), Denmark (DS),
Egypt (EOS), EL Salvador (OSN),
Finland (SFS), France (AFNOR),
Germany (DIN), India (BIS), Ireland
(NSAI), Islamic Republic of Iran
(ISIRI), Israel (SII), Italy (UNI),
Japan (JISC), Kenya (KEBS),
Luxembourg (ILNAS), Malaysia (DSM),
Mexico (DGN), Netherlands (NEN), New
Zealand (NZSO), Norway(SN), Panama
(COPANIT), Portugal (IPQ), Republic
of Korea (KATS), Russian Federation
(GOST R), Saudi Arabia (SASO),
Serbia (ISS), Singapore (ESG), South
Africa (SABS), Spain (UNE), Sweden
(SIS), Switzerland (SNV), Trinidad
and Tobago (TTBS), Turkey (TSE),
United Kingdom (BSI), United States
(ANST)

0-A L /3—[FH : 17 n[EH
Bosnia and Herzegovina (BAS),
Botswana (BOBS), Brazil (ABNT),
Bulgaria (BDS), Croatia (HZN), Cuba
(NC), Cyprus (CYS), Estonia (EVS),
Hong Kong (ITCHKSAR), Hungary
(MSZT), Kenya (KEBS), Malta (MCCAA),



Romania (ASRO), Thailand (TISI),
Ukraine (DSTU), United Republic of
Tanzania (TBS), Uruguay (UNIT)

3) VY v AuN—:

(1) ISO/IEC WEB = : 32 ZB=
1S0/TC176, 1S0/TC276, 1SO/TC
34/SC9, 1S0/TC48, 1S0/TC34,
TEC/TC66, 1S0/CASCO, ISO/REMCO,
1S0/TC150/SC7, I1SO/TC176,
1S0/TC210, IS0/TC215, ISO/TC276,
1S0/TC304, ISO/TC34,
1S0/TC34/SC16, 1S0/TC34/SC9,
1S0/TC48, 1SO/TC76, 1S0/CASCO,
ISO/REMCO, IS0/TC150/SC7,
1S0/TC176, 1S0/TC210, ISO/TC215,
1S0/TC276, 1S0/TC304,
1S0/TC34/SC16, 1S0/TC194,
1S0/TC207, 1S0/TC262, 1SO/TC283,

(2) TSO/IEC LSO EERMIA 13 [HIfA
AHWP, ASLM, BBMRI-ERIC, BIPM,
EC-European Commission, EFLM,
EUROM, ICSH, IFBLS, ILAC,
MedTech Europe, WASPalM, WHO

4. 2019 FHEFRHEIEE (BRI
1) ISO/TC212 fE3EHEH & TR
(1) W61 (TS:3, TR:1, NP:1, WD:0, CD:2,
DIS:0, FDIS:0, IS:5)

(2) WG2 (TS: 1, NP:0, WD:0, CD:0, DIS:1,

FDIS:1, 1S:5)

(3) WG3 (TS:1, NP:5, WD:0, CD:1, DIS:0,

FDIS:0, IS:11)

(4) WG4 (TS:2, PWI:1, NP:3, WD:0, CD:3,

DIS:3, FDIS:0, IS:11)
(5) W5 (NP:0, WD:0, CD:0, DIS:0,
FDIS:0, 1S:1)

5. |[EBREH
1) 2019 445 1 [B] W61 23
(1) Bif#ER :5H 28 H—30 H
(2) BHfeHn - 35E - v R GREBSH

=)

(3) ZINE : 25 M [E 59 4
THEERE, THZEA, PILER, B
IWEE, NAOZEEOD 5 4B,

(4) FRHEPZS - IS0 15189 ET. ISO/PWI TR
23824, ISO/PWI 23162, I1SO 15190 FDIS,
IS0/DIS 22367, ISO/CD 22583 (Z-DU»

THHE LT,
2) 2019 4E45 2 [A] W61 23

(1) BAfEH : 11 A5 H—TH

(2) BRfEHL : AF T a « AFxTavT g
( Marriott Reforma Hotel )

(3) ZINE : 20 H[H 48 4
HHZEE, BLER, FILER, /A
ZA. BNER, BZEBBI,

(4) FHMZ - 1SO/PWI TR 23824, ISO/WD
23162, ISO/TC 20658, IS0 15189 tET
DWW TR LT,

3) 2019 H5 1 [A] W62 =ik

WG2 FH24 DI ANEIE IS FAIT & o T

DI OS5 T2,
4) 2019 4E45 2 [|] W62 23

W62 4 OB HAIFITE IS FAT & 2> T

DI OEEBMEIT R o T2,
5) 2019 4E45 1 [F] W3 233

(1) BAfER : 201944 A 25 H. 7TH 1 H,
9H 11 H, 12H

(2) BHfEH - Web 23

(3) ZNIE : 5 M[E 8 4., BEIH W63 [ENIR
e IR

(4) FRFEPZS : 1S0/CD 17593, 1S0/CD 18113
) —=RITONWTHHE LTI,

6) 2019 445 2 [A] W63 &%

(1) Bf#R : 2019411 H5H—6H

(2) B : AFva - AxFvavT g
( Marriott Reforma Hotel )

(3) ZINE : 6 ME 15 4, B WG3 [ENAL
., BHZEZERSI,

(4) FFFEPZS : 1S0/CD 17593, ISO/WD 18113
2 —Z | 1S0 15198 SETIC OV T
L7z,

7) 2019 45 1 [ W64 =3
(1) BAfER : 201945 H7H—9H
(2) B : KAy - LU v (RAVH



K W)

(3) ZINE : 8 nE 144, BHEEER,
AHWGE ENARE, TIEE, BR
HEE NS,

(4) FFHMNA : 1S0/DIS 20776 2 ) — X,
ISO/TS 16782, IS0O/TS 17822-2. 1S0/CD
21474 (HA$EZ) . 1SO/NP 21474-2 (H
AFEZ) . ISO/AWL 20166-4. ISO/NP
20184-3, ISO/AWI 3181 #3Fi&E L 7=,

8) 2019 4E4 2 1] W64 2%

(1) PR : 2019411 H5 A—7H

(2) BAfEML : AF v m e AF T aTT 4

( Marriott Reforma Hotel )

(3) ZINE: 10 E 194, BHEER,
AHWGL ERRE, BEHFEZENS
i,

(4) FEFEWNE : 1S0/DIS 20776 2 U — X,
ISO 16256, ISO/TS 16782, ISO/NP
23118, IS0 /DIS 21474-1 (H A42Z%) .
ISO/NP 21474-2 (H A$EZE) ISO/NP
201664, 1S0/20184-3, ISO/NP 23118,
IS0/ CD 17822-2 (2 O\ Tk L7,

9) 2019 4E45 1 [E] Web 233

(1) BAf#ER : 20194 H 4 H-6 H

(2) BHfEH : AFva - AFvavT g

( Marriott Reforma Hotel )

(3) ZINE : 9 E 264, AHER. HiHl
ZE R, iMZERSN,

(4) FH#EMNA - 1S0/DIS 35001, Biorisks
Management Advisor Competency @

ISOfblic DWW TCFRE LT,

TR
HA$EZ 1S0/DIS 21474-1 In vitro
diagnostic medical devices -
Multiplex molecular testing for

2)

nucleic acids -1 Terminology and

general requirements for nucleic and
quality evaluation [M{AESGZW A 3K -
BRI 5 2 H e — 5 —H
FRE & B A BRI 67 5 — IR A EER
FIITOWT, 1R O HIEN R
BAEZBEN I NV—T U X E2HD, F&
LTS,

HAR$EZ ISO/NP 21474-2 In vitro
diagnostic medical devices -
Multiplex molecular testing for
nucleic acids - Part2 - Validation
and verification A GZWTH [EHZ—
BBRIZ X 2 20 A R i35 i —
ZGPEDORERD L GE] IOV TIREED
HHENRFEERZAERN 11 A% 2
[6] WG4 33612 WD & L CTHER LT,

[EIN A2 B R B & TREhRTL

) ENmRSEER

(1) &Fnoc (2019) AL —[E 1S0/TC212
ENHEFEESE 2019 4£ 10 H 11 HIZ
Bife, ZE8 30 £ HIE, MR DL
. A W6 (WG1~WGh) JEEh#E . JAB i
ERERBET 7 7T DREIZHONT
Fm L,

(2) AFoe (2019) AFEEES —[A] 1S0/TC212
EN BafEES% 202042 A 14 HIZ
Bifie, ZE 28 4 MHF, BRIk
L F W6 (WG1~WG5h) 7&Eh, M mE.
JAB BERMAESRGRE T 1 7T Al
DWTHEE LT,

2) FRPFFEFEA ~FR 31 TSRS & A

2~ 4 AR FEVRENGH I A2 PR BREFED RN
i,



Bhk 1

k44 K4 T )&
[ZEE] B A B R R P BRI R B R W A - 2%
[BIZER] KE W B R RFPBEET SRR BARRERAREY %
(Eilz3=)
1 A HE JCCLS =& - WK TFRIFR Frt#d%
2 NS AT JOCLS &5 « JUN K 4% 8%
3 SIFE LI CCLSE=E - () mEEHINRAEEIT M
4 5 B gt JCCLS K « KRR AEE Y ¥ — BfEE
5 CI RS gt JCCLS &5 - [EERERRp B v & —pr R
6 KE W AABRREEYS BEER
7 B SR A ARG R B AR A R AT 2 - B TR 80%
8 wE A ARG RS S5 E
9 &R % AARAERETHS &5
10 /NEF RS AAREERRER G S SR
11 AT AT HAR i es TS HEHE
12 AN B A A A AR Ew S BT E

[WG 1HYEE] BERRERIZBIT D ME LN

AABRKRRERE S (RHERFE 2R 7R

1 N =8
EWNIE RPN v
R f = AR LST AT .
o EMEIE | FEE if%%%&@ﬁ&% (et AT 4T
; FR— HABERBEESS (SRS A o 2 —EEE
iRk (BRAE 5 B9 Ffnkst) )
’al; "—‘Aé\ B :““ P = Jk = ; /[{-,&L,
A SRR ;T&W@EE% CHME R ARk R R R A
. SO 7 ;f%%ﬁEE%ﬁ(ﬁaﬁ%Eﬂﬁ%ﬁﬁﬁ%@ﬁ
HAJRE S (JUN KRR EFE L R S ZE e i RERE RE TR
6 AN::ESE .
HEE)
. 1 HAJRER SRS B R = S B I s Bt S i i B
T %« BRRRTEE v 2 —)
8 e H ARG AR RS (FEHEE)
9 = H AR ARARAS (HAKRESEEASH)
10 AR HARBI AR S &Sttty — - h - =)L)
11 4N NI = H AR RA S CRrMEFE S
. AARBRRRAEE RS (Yo - AT T AT 4 v
N LAREEN A
13 L HARERBREERGS (X ) VAT ANV AT AR

)




14 =L =2 HADH IR TS (A R v 7 ARREHD)
15 REENNZE T AAREFEBRERGS (V2 A v 7 AREH)
16 Pk & & 7 AAMOMRERS RBEtr ¥ —
17 YT (GRAE) NAFF o TEHIBI = 2 — 27 BEGITE
18 EIAEM GFF) [E N ERFIEAT - IR S v A —
19 I H A B B A R e e 2
[WG 2HHYEZR] EHETZT A
L ENRE | R0 AR AR RERG S (594 A —Z —kA St
2 CITE=IN ARG ESS (RRER KRR R A E )
,EEI AN Mé\ v :m‘ | 3 =1 JJ: ey | 3 ’/;‘Pl»
; T ;T&%&E@% (BB EREALR S ER
4 'y HAREGR(L2 (B AR Ee YT )
- —— HAREGERE B2 (RO TR R E R
e i R R A
6 LA BN H A B AR A RA AT 2 (RBRE R B R A AL
. - A AEG R R A T2 (TIERR RIS o & —
- A
8 W H GRT) A ASEG R A A i 2 (B pR )
9 AREIMET GHT) | HAREERERRS (22 A v 7 AkRAE)
10 EC R H ARG R R e S
11 INOFET GRIT) HARDHT IR TS (LA A v 7 AR AHD)
IR = 2ttt LS AT :
o S HB= G if&ﬁ% BAERMS (RRat AT Ty
13 e T PE S FANTA A FZERT + SHRE HERF 2210 Y
14 BB GET) H A B SR R i e e 2
[WG 3#4ZEE] 2K AR
JAN ((DDI‘ éE:\ éj—\-\ f‘ N — S
B R ifﬂﬁ%ﬁ Wb (BRAHASIANA T Ju
HAEG RS RS (B K K E 2 R SRt
2 -+ EIE
FIEER SR
; N AAREG RS e (BRI o b R et s
- )
4 " OB ARG S (32 A v 7 ARFAH)
5 I AR EREERS (817 1L AREAE)
6 E A HARBG R A Sk i E
7 B[ 2 BN S e SRy ik
. HAGHEER TS (v ) U AT A VAT LR
8 e =
= B kE)
YAN (unI\ :/E;\ - . — N N N
9 Pk A iifﬁ%ﬁ D (T— I LA ~—F T 4 TR
" . HARNHHEIR TS (At H N 77 Ju v —

x)




11

12

13

AAERESERES S RISt T 2 /1

HEHTH SR
o—X)
D - K 4 = YN
[ FE <At D/J_&477/%74/7x%ﬂxﬁ(monwg
@ revise expert)
" K AT 4 DRSS (IS0 17593 D revise
N N

expert)

(WG 4 Y ERER] MEMRE L 520

AR A S RORKRFEFEMAEY - BGE

1 ENR % . \
S R s Y5 )
o EWNEINTE | T S FF o T T Y — T DT
GRS GRIER I S 0 B e b
) A (D) HK%E@ Eore (R RS E SR A e
RFRAE )
\ A AR E s (RN A At o 2 — (BifE
4 1
SRR GRE) ) o) )
A ARBR R R (T [ B I S R e 2 2
5 s b
gl R AR 45 )
. . H A B AL MR A R 2 (I A A 2 P
PR I R A
- i w HAJEE S (BB RS ) b - 3o R=d
- ZWTHF IR )
8 P B o AARE L (B s i o & —)
/EE /) ,&A:/E:\ ip \/E\#—A P \/\ =1 AN
. P, ;T&%ﬁi%% (BT Ko (R A
10 J2 0 75 A A BB E 2 (e 0 M B R Y A
11 BIRE A A ERET S (Hatie 7 0 Ah 1 5 5)
12 | e — HARBRRRE RS CRIHE A AT)
13 WEEIT N RS CRIHE A AT)
14 IR 2] [ 7 Sk A 2 T L 4

(WG HYER] REEONA AU R

TRV AV b

TENRE | BB LRI - Rt o 4 —
1 N 2 (5 R 2o
e | s ;f&%ﬁﬁﬁ%x(n%ﬁ%ﬁ%ﬁﬂ%@ﬁﬁ%ﬁ
- e (RN A DT
3 an G| P ABEREIER G R
PR EEE)
\ R LT (R P S A - e
4 1 .. .
FHRREORD) ) vz sy )
; EA T OB T B R A
\ B o A BT 2 (LI P e o e e Y
6 Rye= t
e
7 R TP e T TR
5 H e A Al (R L)




HABRRRARG S (na - AT T ) AT 497
9 WA=
PR XA LA
0 AT iTAﬁ% wL¥E ARSI T 7 /ey —
(A7 H%—r—]
1 AR E PE3E i R AR O IR R R A R
3 [ DL AN
) IEE T iguu RIS O RN DIEEAE L
R L R SRS RS P
3 L2 ;7;@: EREAR O A2 ESE FAY
4 AH B TR PE A P T T BUR JR) A A b 2R
5 Ik =+ TR PE B PE AN ER TR [EI B AR YRR
6 R ET- TR PEE R PEELINEREL R EE AR ERR
7 @ H A TR PE A S T MBOR R b ERR R
[BEREA]
1 suzuki takako H A KA
2 A TR — ZEREWIEETRL Y - KRR EARE
E:295)
1 INEE R A AR B IR FR A AE E e s Wﬁﬁ
2 | A ARSI E s 5
TEHI
# 1 ISO/TC212/WG1, Quality and Competence in the medical laboratory THEHEE A F 7 I13HSH
FDEBE
B AFER A PR .
T
XEES BRI T ISO/TC212 ENHREZER %if H
VLR L4
ISO 15189:2012 Medical laboratories -- R 2 - LB & BB 2018-08-24
* . . “Tmp B — S
(Ed. 3) Requirements for quality B 2 B R ETE ?S BEIEDEH
and competence S
I1SO/CD 15189 Medical laboratories -- K 5 - PV & B 2020-02-08
(Ed. 4) Requirements for quality B4 2 E Ek$;,;: o)) Rt #
and competence EORtk
ISO 15190:2003 Medical laboratories -- IR ASE -1 3% | 2016-08-09
(Ed. 1 Requirements for safety BEUREIR IS DEkzET
ISO 15190 Medical laboratories -- ER R R A 2R -- 222 12 B4 % | 2020-01-06
(Ed.2) Requirements for safety BOREIR IS DFAT
Medical laboratories -- 9019-11-29
Requirements for ERIR A E - BRI DI, I
ISO/NP 20658 collection, transport, ZHEEBBICET S s F RO
receipt, and handling of BIREIR .

samples




and presentation of
reference measurement
procedures

B¥ 5 ERTH

A AFESRE A PR .
e e - . BH OE
XEES FEFERIE LR ISO/TC212 ENHEIER .
PR T L4
Med?cal laboratories -- EREE- Y R v R
ISO/TS 22367:2008 duction of error through R b b RS ECE L T B 2019-04-24
(Ed. 1) risk management and L \}L = IS DekET
. . FREZIRER D HI T
continual improvement
Medical laboratories --
ISO/TS Reduction of error through | FRERRE=E--J X7 v ¥
22367:2008/Cor . . e 2009-01-12
1:9009 risk management and Ay b EMBRISEICK D IS D3FT
(Ed. 1) continual improvement -- | BREIEA DA Cor 1
Technical Corrigendum 1
Medical laboratories -- T 9020-01-08
.. . -- z -0l-
Applicat: f risk : _
%5221?367 pplica 1on:tr1s o HFBY R e | IS DIITE
. managen%en o medic NS T b
laboratories
Guidance for supervisors
ISO/TS 22583 and operators of point-of- | POCT H§#3DEE#H & #E | 2019-11-18
(Ed. 1) care testing (POCT) FIIHTBHA XA IS D317
devices
Point-of-care testing
ISO 22870:2016 (POCT) - Requi ; POCT-SE L B AICBE ¥ | 2016-10-26
-- Requirements _
(Ed.2) o BERFE IS D%AT
for quality and competence
Basi lysis -- 2019-12-21
ISO/CD 23162 a8I Demen ana veie BRI E AR L .
(Ed 1) Specification and test - CD #eat/ix
) methods EORtk
Guid licati £ 2018-10-24
ISOPWITR 23824 | Su(; f;lcggofl app lca OO R E T BT B IS0 | HE T e Y
in anatomic C s
(Ed. 1) 15189 DA A ¥ R =7 bRD
pathology -
X
# 2 ISO/TC212/WG2, Reference systems THEE £ 721X BEFTDHEHE
A AFEHEA PR B}
- i A | BHOER
XEES FEFEHIRL TR ISO/TC212 ENRFNZERS .
BHERT D4R
In vitro diagnostic medical
devices -- Measurement of
quantities in samples of ko2l 3K 5 - RS 9020-01-15
ISO 15193:2009 biological origin -- YRkl B EHIE-- K IS oEHE,
(Ed. 2) Requirements for content | HIE#RIEIEDNE & BRI L g




B AFERLIS A TR

CHES KA ISOMTC212 EMRAZEAS %Kf%
PHERT D4R
In vitro diagnostic medical
devices -- Measurement of
quantities in samples of A2 R ERR  ERER 9020-01-15
ISO 15194:2009 biological origin -- -k B EHIE--FREE IS oEE,
(Ed. 2) Requirements for certified | ZR¥EWHE & IFEXEDOAE mL .
reference materials and B8 2 EREH
the content of supporting
documentation
Laboratory medicine --
. Requirements for.the . L e
ISO 15195:2018 competence of calibration s | 2018-12-20
(Ed. 2) laboratories using Wz B2 & BERE O IS %47
BT 2EREEH (R)
reference measurement
procedures
In vitro diagnostic medical
devices — Measurement of | #RZWTH EIK S, - BRI
180 17511:2003 quantities in biologi.cal -- YD ﬁ%fﬂﬂﬁf_"’éﬂE 9015-10-15
(Ed.1) samples — Metrological 7] ;’E L ERYE~DRRME IS AT
traceability of values DHEFEH N L—F YT
assigned to calibrators and |
control materials
In vitro diagnostic medical
ESO/F;)IS 17511 metrological traceability of E%f? i};/\%;i;%?;g ;()i)-o{;%
Ed. 2 values assigned to . . =D
calibrators g;'ueness BFMRL-FEI T " !
L SR D EREHE
control materials and
human samples
In vitro diagnostic medical
devices -- Measurement of
quantities in biological EAZWHERL - ERES
180 18153:2003 samples‘ Metrological -k O BEH E-- K IE 2019-06-98
(Ed. 1) traceability of values for Wa E %‘ﬁ{?} = f‘\U)%iﬁ IS ORER
catalytic concentration of | #EFEREOHEFEH b L —
enzymes assigned to WAl =
calibrators and control
materials
ISO TS 20914:2019 Medical laboratories -- BAREZ--HIEASHENZ | 2019-07-29
(Ed. 1) Practical guide for the DEEBDTDDERNTA | IS DRAT




B AFERLIS A TR

establishing metrological
traceability of values
assigned to calibrators and
human samples

BELFIE~DERER
({5

CHES KA ISOMTC212 EMRAZEAS %ﬁgf%
DR T D4R

estimation of N

measurement uncertainty

In vitro diagnostic medical

devices -- Measurement of

quantities in samples of o2 EFE 5 - RS

biological origin -- YRk BB HIE-- KR IE 2020-01-29
ISO/DIS 21151 Requirement for mEEZE P BEAORME | prrs 1
(Bd. 1) international DHEFH ML —VEYT A —

harmonization protocols 4 DRESLE HH & LT EEE =

# 3 ISO/TC212/WG3, In vitro diagnostic products TEHFE £ /- 1XEH T DIEE

. H Zi%iﬁ%%j/ﬁ? -~
XEEF FERERAE AL TR ISO/TC212 ENKFERS .
BHERT DA
In vitro diagnostic test
systems -- Requirements BAZWRE S AT A--HE
ISO 15197:2013 for blood-glucose RIFERICIIT 2 B CHIE | 2018-10-24
(Ed. 2) monitoring systems for DEHDIMEET=F— R | IS DRER
self-testing in managing T BT B BEREIR
diabetes mellitus
Clinical laboratory
medicine -- In vitro BRMREEZ--EIZH A 9018-19-04
ISO 15198:2004 diagnostic medical devices | EIEH - ERMgaR-RIEEE R E L
(Ed. 1) -- Validation of user iC L BEREORTERF | ﬁ;’&T
quality control procedures | JIJEDZYHRER X
by the manufacturer
Medical laboratories -- 3 J
ISO/TS 17518:2015 Reagents for staining Eﬁiﬁgﬁfﬁi% zfii% 2018-1(3-24
(Ed. 1) b10?og1ca1 material -- W BHA K A IS DRER
Guidance for users
Clinical laboratory testin; N
and in vitro diagnistic teft RARER CHADYRE
, . o 25 A% O HUEE A
ISO 17593:2007 systems -- Requirements SO B BB O 7 b R 2019-08-22
(Ed. 1) for in vitro monitoring IS DEET

systems for self-testing of
oral anticoagulant therapy

Fo X —VRAFAICET S
BEREIH




B AFERLIS A TR

s _ BT D&
XEES FEFERIE LR ISO/TC212 ENMNZER S .
PHERT 24K
o ahoratory OSNE | Besk R L O A BT
nd in vitro diagnostic tes
ISO/CD 17593 toms - R 8 ¢ TART h--fE O HIEEE R | 2019-11-20
4.9 :ys_em’j‘t eq“,l:e’f‘en ° | moBEHEDEDOES | CD 2 WG I
. or1nv1romon1or1f1g oAy 2T TS | ZLEL
systems for self-testing of 5
. BEREIH
oral anticoagulant therapy
o viro diaenostie medeal | s mimE - BRI
vices -- Information
-- 543 R R
ISO 18113-1:2009 supplied by the 5%3:%&&%(3“\ y /;I%)ﬁh_%ﬁ 2019-11-01
(Ed. 1) manufiacturer (labelliflg) " | g ;ﬁ)ﬁ%\ 3 b AT IS DEkET
Part 1: Terms, definitions 1
and general requirements
In v.itro diagnostic .medical S S B, - [ ek aa
devices -- Information CRTEEE I F DR 2019-11-01
ISO/NP 18113-1 supplied by the Moo ('7/:U o N - HHESu Y
(Ed. 2) manufiacturer (labelliflg) " | :ﬁ}ﬁ B AR N F:
Part 1: Terms, definitions = B
and general requirements
In vitro diagnostic medical
devices -- Information ko2 A ER S - ERERR
lied by th -- 43 & £
ISO 18118:2:2009 | o0 coVRE BB LY RIS | 0101101
(Ed 1) manufacturer (labelling) -- | 2EHR (FRY ) - IS AT
' Part 2: In vitro W EMROERT N2 i
diagnostic reagents for W FH A
professional use
In vitro diagnostic medical
devices -- Information o 2R ERK S - ERERR 9019-11-01
lied by th -- 53 [N /| X .
ISO/NP 181132 SUppReC Y Ihe RERFICL VRIS | w7 n v
(Ed. 2 manufacturer (labelling) -- | 2EH (FRY ) - y b0
. X
Part 2: In vitro - EMROERT 26542 25
diagnostic reagents for W FH AR i
professional use
In vitro diagnostic medical
e | RS B
1 y .
== B L: J: D ~ é
ISO 18113-3 manufacturer (labelling) -- Fﬁ‘if&%(j/\ y /;ﬁ)ﬁi %_ib 2019-11-01
(Ed. 1) Part 3: In vitro " | 1S T

diagnostic instruments for

professional use

B HEMXOERT 642
Wi HEEE




B AFERLIS A TR

CHES KA ISOMTC212 EMRAZEAS %Kf%
DR T D4R
In vitro diagnostic medical
devices -- Information ko2l ER G - ERER 9019-11-01
ISO/NP 181153 supplied by the - %’iﬁ%?il i) %ﬁ# <y 7};1/ 4
(Ed. 2) manufacturer (labelling) -- | 2# (FXY ) ~FE= ey b
Part 3: In vitro - EMROHERT &2 -
diagnostic instruments for | BrAEE -
professional use
In vitro diagnostic medical
devices -- Information ko2l ER G - ERER
ISO 18113-4:2009 supplied by the —REEH L VR SN | 2019-11-01
(Ed. 1) manufacturer (labelling) -- | 21&# (FXY ) -HENW | IS OKET
Part 4: In vitro diagnostic | #: B CHIE R EAZERIEE
reagents for self-testing
In vitro diagnostic medical
[SO/NP 18113-4 devices -- Information ko2 A ER S - ERESR | 2019-11-01 ‘
(Ed. 2) supplied by the —RBEEHICLIVREIN | FH e Y
manufacturer (labelling) - | 21F#H (FXY ) ~HEW | =7 b DE
Part 4: In vitro diagnostic | ¥5: B CHIEAGENLZHRE | R
reagents for self-testing
In vitro diagnostic medical
:z;;eiz . bI;£;Zmat1°n AR ER S A
ISO 18113-5:2009 facturer (abelling) —REEFICL Y RE XN | 2019-11-01
(Ed. 2) et s e o | DR (T 1Y) B | 18 DR
rares BROSHC | . 1 B A A BT
instruments for self-
testing
In vitro diagnostic medical
e ™ AR RIS | 20101101
ISO/NP 18113-5 (labelling) —REEEFCLViRtSh | FHR S P
(Ed. 2) ?ﬂi‘fﬁfﬁfmiﬁ €7 | sl (5P BE | =7 FOK
rares BROSC | . 1 DR RS BUTEE |
instruments for self-
testing
In vitro diagnostic medical
devices -- Information ko2l ER G - ERERS
ISO 19001:2013 supplied by the AW EITB T B ENE 2018-07-13
(Ed. 2) manufacturer with in vitro | Fig A RIKITH L CTRIES | IS ORER

diagnostic reagents for
staining in biology

FizL Rt Sh o




A AFESRE A PR .
e e e | BEHOER
XEES FEFERIE LR ISO/TC212 ENMRFHZERS .
PHERT D4R
In vitro diagnostics
. medical devices --.Clinif:al T e
ISO 20916:2019 performance studies using B koD OB E ST 2019-06-04
. " [=) L
(Ed. 1) spe(.:1mens from human I . IS O34T
subjects -- Good study
practice
. In vtitro diagnostic' medical AN S « B e
ISO 23640:2011 devices -- Evaluation of = e 2018-05-03
o . - A2 BRI 0 &2 E -
(Ed. 1) stability of in vitro IS DRERR
. . DA
diagnostic reagents

#£4 ISO/TC212/WG4, Microbiology and molecular diagnostics T+ DIE H

. " ARIESRER | amosmn
XEES FEFERRRA R ISO/TC212 ENKFZERS "
DHERT DA R
Molecular in vitro
diagnostic examinations -- | 43 T FHESNZWEER--EEHK | 2019-09-19
ISO/PWI 3181 Specifications for pre- ORBRAT T2 ADHE— | FH7o P
examination processes for | DNA fiHd 7 NROZHE
saliva --Isolated DNA
Molecular in vitro
g;aeg:ll;::;:zzzlnsions a ﬁ%iﬁwﬁ%ﬁﬁ%@& 2020-02-07
ISO/NP 4307 examination processes for DRRANT R T2 ORE— | FHT " V=
] t b DNA #iH 7 FDER
saliva — Isolated human
DNA
Clinical laboratory testing
and in vitro diagnostic test
systems -- Reference -
ni,ethod for testing the in RRER CEABERE
ISO 16256:2012 . ity of AT b--BRYWE BT 5 | 2019-05-06
(Ed. 1 AL BERARECR I X1 5 UISE | IS R
_ BONES | kst R
against yeast of fungi
involved in infectious
diseases
Clinical laboratory testing | ERIRBRZE XK MEAZ ¥R & 9019-08-29
ISO/NP 16256 and in vitro diagnostic test | ¥ AT A--EYEIZEHET 5 S
(Ed. 2 systems -- Reference BERREE IR T I2MEE » b AR

method for testing the in

DEINEMEARE O VL




B AFERIRR A T

s _ BHDOERR
XEES FEFERIE LR ISO/TC212 ENMNZER S -
DHERRS D4R
vitro activity of
antimicrobial agents
against yeast of fungi
involved in infectious
diseases
Clinical laboratory testin . §
Criteria fo accey table ) BEPRBUE - FRAPR R (2
-- Criteria for
b (FEBATHERIE) DHEIER
lots of dehydrated Mueller- | _ L | 2019-10-15
ISO/TS 16782:2016 - 1 broth £ ZHEREORL O O IS o8
inton agar and broth for :
(Ed. 1) s gb, ) Mueller Hinton #XEKUPI |
antimicrobia
biTity testi HoOFAATRERe Y MTH
susceptibility testin S
prbITly teshing + 5 HH
In vitro diagnostic test
systems -- Qualitative
nucleic acid-based in vitro . L ;
examinatio ocedure HABERE S 27 h—H)
xamination pr ures
. oo P R R ORI & R0
ISO/TS 17822-1:2014 | for detection and . e o 2019-03-29
(Ed. 1) identification of microbial | - e AN 5 | 1o e
. R
) —H--FHABEROERD—BRE
pathogens -- Part 1: §
. REH
General requirements,
terms and definitions
In vitro diagnostic test
systems -- Quantitative
nucleic acid based in vitro . L ,
ot dure f KA BZERE S R T A—1K
examination procedure for
ISO/DIS 17822-2 ottt dp H: 4y 355 JEL P D R I & TRIZE O | 2020-02-02
etection an . .
(Ed. 1) identification of microbial AOBBREADITAREH | BROKT
TR iR O S E R
pathogens — Part 2 --
Quality practices for
nucleic acid amplification
Molecular in vitro
diagnostic examinations --
Specifications for pre- . - -
, peeTieaTons TP 53 T £ W RSB 0T AR BR -
ISO 20166-1:2018 examination processes for FFPE 10> 3 B i AL o 48 2018-11-26
(Ed. 1) formalin-fixed and ‘ IS DFEAT

paraffin-embedded (FFPE)
tissue -- Part 1: Isolated
RNA

K-8 —¥8 : RNA ity




B AFERIRR A T

AHEE KA ISO/TC212 ERRHERS | 0 ?}fﬁﬁ
PHERT D4R
Molecular in-vitro
diagnostic examinations --
. Spemf'icat'lons for pre- 43 55 B bR AN B B B B
ISO 20166-2:2018 examination processes for R 2018-11-30
] FFPE #H#8 D3RBRAILE D L

(Ed. 1) formalin-fixed and _ o IS D47
paraffin-embedded (FFPE) W= 2 237
tissue -- Part 2 : isolated
proteins
Molecular in-vitro
diagnostic examinations —

Spemficat.lons for pre- 4y T 22 1 T A 2 7 R B —

ISO 20166-3:2018 examlr.latlon processes for FFPE A& st B AL 2018-12/-_14
formalin-fixed and _ IS D47
paraffin-embedded (FFPE) Fr T = : DNA fial
tissue — Part 3 : isolated
DNA
Molecular in vitro
diagnostic examinations --

Specifications for pre- DTEHEAZH AR - 9020-01-30

ISO/CD 20166-4 examlr.latlon processes for | FFPE #H#DFRBRATLE DR CD #ainm
formalin-fixed and B-ENE A A F 2T DS
paraffin-embedded (FFPE) | O HEAiT
tissue -- Part 4: in situ
detection techniques
Molecular in vitro
diagnostic examinations --

IS0 20184-1:2018 Specificat.ions for pre- (ﬁj\%i B@zﬁiﬂjﬁ)ﬁb‘?ﬁﬁ — 3K 2018-11-29

(Bd. 1) examination processes for | #EREfk D BRERAT LR D HFE-- er
frozen tissue -- Part 1: F—H . RNA #it
Isolated RNA
Molecular in-vitro
diagnostic examinations -- . - .

ISO 20184-2:2018 Spegcrilﬁcations for pre- ﬁ\%?%&%@%_ﬁ% — 2018-11-07

.. i REL R oD B BRI AL B D KA Ju

(Ed. 1) examination processes for . i IS DFEAT

] B . XTI
frozen tissue -- Part-2
Isolated proteins

ISO/CD 20184-3 I\/Folecula.r in vitlf'o . ??#E@dﬂiﬁ?%a% — & 2019-1=2-20

(Bd. 1) diagnostic examinations -- ﬁfﬁ_ﬂﬁ@ﬁ%ﬁu AER DL | CD MREH/ERE
Specifications for pre- =8 : DNA DERLE




B AFERIRR A T

AHEE KA ISO/TC212 ERRHERS | 0 ?}fﬁﬁ
PHERT D4R
examination processes for
frozen tissue -- Part 3:
Isolated DNA
Molecular in vitro
diagnostic examinations -- | 53 T FRIEN S WAk — &
ISO 20186-1:2019 Specifications for pre- k42 1. D BRBRRTALER DI | 2019-02-19
(Ed. 1) examination processes for | F—% : MRAIZAN RNA #h | IS OFAT
venous whole blood -- Part | Hi
1: Isolated cellular RNA
Molecular in vitro
diagnostic examinations - | 0 T FH KN LW B — &
ISO 20186-2:2019 Specifications for pre- AR 11 D BRBRATALER DB | 2019-02-19
(Ed. 1) examination processes for | Z5—IB : M#& 5/ 2 DNA #f1 | IS DFAT
venous whole blood -- Part | H
2 : Isolated genomic DNA
Molecular in vitro
diagnostic examinations -- .
Spegcrilﬁcations for pre- 67\%% MBS BT i
ISO 20186-3:2019 .. R ORBRAMLE O BH--F = | 2019-09-25
(Ed. 1) examination processes for o MEOREERELT Y — | IS 03T
blood -- Cellular RNA --
i . DNA it
Part 3: Isolated circulating
cell free DNA from plasma
Susceptibility testing of
infectious agents and
evaluation of performance
of antimicrobial
susceptibility test devices - MRS [ R B 0 B SRR S
HERE K R R AR
ISO 20776:1:2019 | Part 1: Broth micro- DIERERHI-3 3 : BRIE | )19-06-05
(Ed. 2 dilution reference method EBET S RtoREE IS O34T
for testing the in vitro RHIZHT S in vitro HEEE
. . N TEHERE O ER A ARE
activity of antimicrobial wps
. . ek
agents against rapidly
growing aerobic bacteria
involved in infectious
diseases
Clinical laboratory testing | BRIRMRE & KA Bk E
ISO 20776-2:2007 and in vitro diagnostic test | 2 7 A — R IAE R A DB | 2019-04-30
(Ed. 1) systems - Susceptibility ZHERER OHEREZE | IS OUET

testing of infectious agents

BB A OMRER M- —




B AFERIRR A T

AHEE KA ISO/TC212 ERRHERS | 0 ?}fﬁﬁ
PHERT D4R
and evaluation of B LIRS A O
performance of P REFEAT
antimicrobial
susceptibility test devices -
- Part 2: Evaluation of
performance of
antimicrobial
susceptibility test devices
Clinical laboratory testing
and in vitro diagnostic test
systems - Susceptibility
testing of infectious agents | FRIRIRE & (KA Z Wi E >~
and evaluation of R T B — R IR AR D Rk 9019-08-22
ISO/PWI 20776-2 performance of ZHERE R OHLE RS P
(Ed. 2) antimicrobial FRA AR OBl -5 — 7 N OER
susceptibility test devices - | ¥ : FTEIRBRZERAEIT D
- Part 2: Evaluation of PEREFHA
performance of
antimicrobial
susceptibility test devices
In vitro diagnostic medical
devices -- Multiplex k2R ER S - BERES
ISO/DIS 91474-1 molec.ular. testing for A A S B ?Iﬁ BB | 2019-11-15
(Bd. 1) nucleic acid -- Part 1: E--F—: HFELEBRLE | DIS BREDHK
Terminology and general Pl X9 5 — R ERE | T
requirements for nucleic H
acid quality evaluation
In vitro diagnostic medical _
. . FABWTHEIRES - ERES
devices -- Multiplex e 2019-07-19
. B L2 2HABEBTHR
ISO/NP 21474-2 molecular testing for _ - FH e
o 255 - T 2 e D ERR & )
nucleic acid — Part2 — - 7 DR
Validation and verification BREE
Molecular in vitro
diagnostic examinations --
Specifications for pre- | AT LKA DITRB-R, | o ot
ISO/CD 23118 pectications for pre SV | op mEya 2
(Bd. 1) examination processes for | FHARIL, M i DORFFITKHF o R O

metabolomics in urine,
venous blood serum and
plasma

% RBRATALER D IS

-




# 5 ISO/TC212/WG5H, Laboratory biorisk management T3+ DIEH

B AFERR T

0) 2242 |
XEERS HEHRL R ISO/TC212 ENMKFIEARR o f L3
DHELE S 2475
Biorisk management B . <
ISO/ 35001:2019 for laboratories and iiﬁz?figj%ﬁiﬁ%?;; 2019-11-12
(Ed. 1) other related IS DHAT

organizations

REH




