HE S (HEE - 2hIREEEER)

SN FEAEAELH 4% TC212

=% ~ 2015 MEDICA {gi[

1@.

FEHERE:

Kz EgY

L2y

A

M s ras N2 lres R ea it S i B St

R ERZ I |

IR ¢ A E A R SR
eI - MRERR

BREFERIFER |

ARELERR ¢ LEAIRFAAE - TREALTEE R B
FHERHAR] 104 4E£ 11 HOHZ 19 H

e HI 1 105451 H

1



RS

A 2 O T 2 TC212 i 5 B A 8 0 0 ikadd 1 B B AR
RUE R SU BB H AR R R AR RAN 2 AL TR T & B
SR b A T AT AR M BRI AT S B o U R S
TR B AR R LR RS B B AR 2 Ak R A A
B TR SR B T A0 B B B M B B A -

RN A AEERE (Medica) 29U Rio s MHAMERE  HARAS
RERA S BEA SRR > 2015 £t 17 @EM » £ 13 HAK - ABE
B OSBRI BH A B 0y S R 2k 50 B 3 20k B B O 2R
SR ABCRA0fE 8t T A REWE R E AR A A 0 R R SR E
wo ERIRAC WA AADEMUA > RHALEHNEAREEL > BibAW
BERE REZBAESOERE RSB E R ARTHLEIERRLHQRE
TP 2 S |

~

B B 3587 9% (Roche Diagnostics GmbH)3% Bort 4 B @ #4(Mannbeim) » 3
FRok & RSN BTRB A 2 > ARk B AW BB A AR L] B B KR
R ) W gk d xRl 5% 88 msatH A5 E %7 (e-labeling)
W WBMARHATEFRERE A THAERRATHRDS 2 B BHALE
HHEMESBEN AL @ DR R BN RELEE -



P4

i

<P 4

A~ B

<P, 13

£
.

F R

v

2



& B

A E gk B AL LA B S g B GAR E am h8E T2 TC212 BF £ B B2 £
S BHEE B T BHREATRE BB R SH LR B A E R
G0 BB A B B2 B R B R R A - BB B
(Medica) 7B A2 & (Duesseldorf) Bt » BT 2 Rdo a9 400 Bk
B RAREER ERANGERABREHR  FRARE ) T THRE RS
AEBRHMERTR BNBECRS SR ELA NIRRT S A
BERARAMEERRE > DB AR BABME ERAMRELE -

Bk "’L{%‘(Roche Diagnostics GmbH)2& Bx #4482 B 2 43 (Mannheim)>
MELDE AR SEHREAI O REL DS USEX A E R BT LW E S
RS BARRRIA TS TN TRERAE BN RATRAFERL L
A B o |

A BRHR
B R Rk TC212 ¥4 % B 4 83K

BIRAR s 1994 £ TC212 HAGE B & B A B € T 2B RBA
TR E BRI BB A AR  TC212 8 F 4 484k e » L WG £ & Kb
FBESTHRE RN MABEESR WO 8 B ESERL 44 kR ks
B WG3 & FRASEEMAAMARERR S WO L A BMANBR Y TAHEN
AE AR R 5 WGS B ST &4 R H e o

2015 A @34 11 B 11 B £ 13 5 2R 854k The Joint Research Centre's
Institute for Reference Materials and Measurements of the European Commission
(JRC-IRMM)# 3 » IRMM A 1960 SR ILE AT H 55 08 5 » & JRC by H{a#F
KMAE2 — > B &I F = K matrix certified reference materials (CRM) 4 &4 - A B T
ABEE 247 A0 E B AR ARSI ALE S A RS R B R R A RR Y -
Se MR ~ A% 8 A HLARAE o IRC-IRMM B A7 & # 438 vo i 81 & %0 28 AR 8 A
LT ES TR - | |

AR EHAEL2 RF¥E > H 24 P-members ~ 12 Liaison organisations 349 120 % 4
& BB A8 B AL AR B o o AR AT L5 Bk B MR E (Asian
Harmonization Worklng Party, fi#% AHWP) RE2Z 5 L@ ATEERTEN
B ET



Opening Plenary Session — Wednesday, 11 November 2015 (0900 hr —1200 hr)

Agenda Item

Discussion

Leader

Background
information

provided as:

0900 hr | 1. Opening of meeting Dr, Donald Powers
0910 hr } 1.1 - | Welcome from Host Mr. Ivan Celen
Program Manager
IRMM
0935hr | 1.2 | Housekeeping notes Mr, David Sterry
0940 hr | 2. Roll call of delegates Dr. Donald Powers
1000 hr | 3. Adoption of agenda | Dr, Donald Powers | ISO/TC212/N445
1005 hr | 4, Appointment of the M. David Sterry
drafting committee
1010 hr | 5. Approval of 15-17 October | Dr. Donald Powers | ISO/TC212/N413
2014 meeting summary ‘
1015hr | 6. | Report of the secretariat Mzr. David Sterry ISO/TC212/N441
7. Reports of the Working -
Group convenors
1020hr | 7.1 | Working Group 1, Quality Ms. Sheila ISO/TC212/N436
and competence in the Woodcock:
medical laboratory (Canada)
1025 hr | 7.2 Working Group 2, Reference | Dr. Neil Greenberg | ISO/TC212/N437
‘systems {(USA)
1030 hr | 7.3 | Working Group 3, In vitro Dr. Claude Giroud | ISO/TC212/N438
diagnostic products (FR)
1035hr | 7.4 | Working Group 4, Dr. Uwe Oelmueller | ISO/TC212/N439




Microbiology and molecular | (DE)
methods '
1040 hr + 7.5 | Working Group 5, Dr. Gary Burns ISO/TC212/N440
Laboratory biorisk (UK)
management
1045 hr | 8. Liaison activities/reports ISO/TC212/N441
Identification of liaison
_ officers
1050 hr | 9. Strategic Business Planning | Dr, Donald Powers
and ISO's Global
Relevance Policy
1140 hr | 10. | Future Work Items Dr. Donald Powers | ISO/TC212/N442/
N447
1150 hr | 11. | Presentation of the new | Mr. David Sterry
Chairman
1200 hr Adjourn Dr. Donald Powers

Closing Plenary Session — Friday, 13 November _2015 (0900 hr— 1200 hr)

Time Agenda Item Discussion Background |
Leader information provided
as:

0900 hr | 12. | Welcome and review of | Dr. Donald

agenda Powers

13. Report of working groups

0910 hr | 13.1 | Working Group 1; Quality | Ms. Sheila ISO/TC212/N451

and competence in the Woodecock

medical laboratory (Canada)




0930 hr | 13.2 | Working Group 2, Dr. Neil ISO/TC212/N452
Reference systems - Greenberg
| (USA)
0950 hr | 13.3 | Working Group 3, In vitro | Dr. Claude ISO/TC212/N453
diagnostic products Giroud {(FR)
1000 hr | 13.4 | Working Group 4, Dr. Uwe ISO/TC212/N454
Oelmueller
(DE)
13.5 | Working Group 5, Dr. Gary Burns | ISO/TC212/N455
Laboratory biorisk (UK)
management '
1010 hr | 14. Approval of working Dr. Donald
group recommendations | Powers
Mr. David
Sterry
1040 hr | 15. Requirements concerning | Dr. Donald
a subsequent meeting Powers
1100 hr | 16. Any other business Dr. Donald
Powers
130 hr | 17. Approval of resolutions Dr. Donald
Powers
Mr. David
Sterry
1145 hr | 18, Thank you to Dr. Powers | Mr. David
' Sterry
1200 hr Adjourn Dr. Donald
Powers
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i’?—%ﬂiiﬁﬁﬁ%ﬁ?’% c RBHME  HMEB G EREMRSIB2EIF F—
EH6HE B iERE3E L AR EARNBIERES 3£ 28R
B o W B HeRAT A F 0 RORAR RS MR 1516 A New Proposal (NP) £ Draft
International Standard (DIS) » B B[4% £ ik ; 28 Working Draft (WD) ~ Committee
Draft (CD) & Final Draft International Standard (FDIS)3 %3858 » K o % g 4% 2
JREERI % 36 18 F 4t NP £ FDIS 4 24 88 » 5 9 » AR ISO Je#Lft 5385
PR IR S o de PTG S BB BRT B -

= ATAENEIBLILE 2015- 2017 SRR BB Haa T -

(—) WG 1(Quality and competence in the medical laboratory)

1. i&ds3r TISO 22870, Point-of-care testing (POCT) -- Requirements for
quality and competence | : F 37 ¥ ISO15189:2012 &) &8 B & B A SUELE
W51 o SR TAE Tl KRG AREE o &4 FDIS 2 R &0k -

2. Hx VISO/TS 20658, Medical laboratories — Requirements for collection,
transport, receipt and handling of samples ; : &7 2015 4 9 AWK HE R4
55 B N K 4 R A 2 A4t ) Committee Draft « shI T/ BB A
TRERE

3. 4531 VIS0 22367, Medical laboratories — Reduction of error through risk
management and continual improvement | : AR G ek A HF A bAR
B ALHe T 2 ISO B 2248 BAAR AR — B -

4. T Preliminary Work Item (PWI) - Guidance for POCT Operators | © #4K%&
TR

5. %27 TISO 15190, Medical laboratories -- Requirements for safety ; © R3L
AN IR 4E WGS 8942 3 1ISO/WD 35001, Laboratory biorisk
management system — Requirements ¥ sbiy 4% 45T 8 4 -

(=) WG2(Reference systems) :

1. 431 T1SO 1751 1, ISO 17511 Traceability of Assigned Values - Calibrators,
Controls, Patient Samples | @ &% B #7 & %% New Work Item Proposal



(NWIP) 2 & (2016 46 3 F 65 2) + 3] FA5HIER 2017 53 2
& F 3% it Committee Draft »

2, #)5%& TISO NP 20089 Requirements for Internatiqnal Harmonization
Protocols...metrological traceability | CAEDLRE Project Lead » H 37 L
#@Nwmﬁﬁi%%(wwﬁﬂﬂﬁi)’% i 4§ A% 3L project team
XS &

3. #1& TISO/NP TS 20914, Practical guide for the estimation of measurement
uncertainty | @ EER LKA NWIP » K354 % 1SO 15189 B 25 6
EERARELERERZNAN WOl ERN KB L0 Y E st
W RRIGHGEITE Fds

4. #5371 TISO 15195, Laboratory medicine - Requirements for reference
measurement laboratories ; * A % Project Lead % BIPM ( TC 212 liaison
organisations z —) #{& % > R EFASRLAEHE (4 MEA)

% 824 TSO/IEC 17025 8 25 AE $( B A7 & CD e 5t 2017 28 4181 »
B RS 36 B A o ILIE O A SORHE & -
(=) WG3(In vitro diagnostic products) :

1. #E3 T1SO 18113, parts 1 — 5, In vitro diagnostic medical devices —
Information supplied by the manufacturer (labelling) ; % @-ﬁ:)ﬁﬁ 37 o bR
THEEH ﬁi/@‘ﬁfﬁiﬂ & e

2. #& "ISO NWIP 20916: Clinical performance studies for in vitro diagnostic
medical devices (IVDs) using specimens from human subjects - Good study
practice ; : ITH 2016 £ &) A b A B EDMA 4B AR DA R R,
Committee Draft- WG3 @ & AR A H RS2 TQLRHEE
AT R 41 ISONWIP 20916 #1 % oy R (4% 5] & 45 B4 4 X 54400 )
WAL NGB EFBN S AN - WRBOCHATARAE -

(@) WG4(Microbiology and molecular diagnostics) -

1. 3474 84 CD = 53784847 m&&%kxDBM%BO@ﬁ
BT ZM R ER

© ISO/CD 20166-1, Molecular in-vitro diagnostic examinations --
Specifications for pre-examination processes for FFPE tissue - Part 1:

Isolated RNA



@ [SO/CD 20166-2, FFPE tissue, Part 2: Isolated proteins
® [SO/CD 20166-3, FFPE tissue, Part 3: Isolated DNA

@ ISO/CD 20184-1, Molecular in-vitro diagnostic examinations --
Speciﬁcatibns for pre-examination processes for frozen tissue -- Part 1.

Isolated RNA

@ [SO/CD 20184-2, Frozen tissue, Part 2: Isolated proteinsISO/CD 20186-1,
Molecular in-vitro diagnostic examinations -- Specifications for

pre-examination processes for blood -- Part 1: Isolated cellular RNA
o ISO/CD 20186-2, blood, Part 2: Isolated genomic DNA

@ ISO/CD 20186-3, blood, Part 3: Isolated circulating cell free DNA from

plasma

2. & TISO/NP 17822, In vitro diagnostic test syst.ems -« Qualitative nucleic
acid-based in vitro examination procedures for detection and identification of
microbial pathogens | @5 A% | Part 1: General requirements, terms and
definitions | & | Part 2: Laboratory quality practice guide SR SR WG4
PSR B A3 o FIEY 0 4235 TC 212 KB T Part 2: Sample preparation
and nucleic acid extraction | ° JLiRB OB R ERBEE -

3. ¥k T1SO 20776-1, Clinical 1aBoratory testing and in vitro diagnostic test
systems — Suscéptibﬂity testing of infectious agents and evaluation of

- performance of antimicrobial susceptibility test devices |
4. 3 NWIP 3 % Molecular in vitro ‘diagnostic éxaminat_ions - Specifications
for pre-examination processes for FFPE tissue — Part 4 Diagnostic staining
5, $i#% NWIP " Molecular in vitro diagnostic examinations - General
requirements to evaluate nucleic acid quality for multiplex molecular testing 4
2016 41 ARRBER R - IEHTHATHRARE & -

(£.) WG5(Laboratory biorisk management) * 4537 "ISO/ WD 35001, Biorisk
management for laboratories and other related organizations ; » #5374E # 4 # ~
WHEE - BRRANWIP R £A (60 R) » B LHRGRBAE

E ARRBBEAREELE WO  SHWTHRA A AR - mEREH

B~ 320~ AR 7 BTl ~ BRI B R AW 15 A8 & Project Lead Ms.

Shelly Tang 44 WG3 i) 22 647 ISO NWIP 20916: Clinical performance studies for

10



“in vitro diagnostic medical devices (IVDs) using specimens from human subjects -
Good study practice ; R EHEE L » A RHRBTE > R TARAA AR — 3
_ ﬁiﬂﬂ\#ﬁ ﬁﬁﬁ-{*&a ISO Pk MR AAR b - $PA R FEH Sk R ~ SUE N EL
BEMFFHE > DMERENREIE S EBEPAT o
v~ A ISO # TC £ /F 428309 #7382 » TC 212 3.4% X Dr. Donald Powers 4£47 &
B 0 A 2015 SR EPAE - SRR W B RIAE 2R 1537 TC 212 49 Rk e #
{EXE AR A £ B Abbott Dlagnostlcs &4 Dr. Dave ARMBRUSTER -

B FRABEIHN2016 £11 AN 8 £ 10 B8 8 AP 847

MEDICA & BAE X E X B R EH R
%HMHMA%%%M&%%%H&Hﬁgﬁ#&UDMMMHD%%ﬁﬁ
EMBERBRE KT %ﬁ%%ﬁ*&{%%ﬁﬂ‘ RS EREE - BBk
’k“ﬂ-# ﬁﬁ@%ﬁiﬁﬁcﬁ R THBERRREHEER RO RES B4 11
e B R kR B4 (Messe Dusseldorf) #2475 > B AT S8 40 248 > B3] 3k
B o9 MBI K 4825 B4R Ky HFA0%B A RARS XA BRBIRBAS -
HAW o~ AAT RER S RFEAR > KL 1T ARERE > £BALE 13
BAK 2015 5K 1TRREREERB L0 F
Hall 1~3 : Laboratory equipment, diagnostics ( BT ¥ %E - LHH S)
Hall 4, 5 Physiotherapy / orthopaedic Equipment (4732 34 5% ~ 27 shFh2%)

Hall 5, 6, 7.0, 7.1, 7a : Disposables, commodities and consumer goods, textiles
(RopAer ~ HRMERE L - BROKS)
Hall 8a, 8b : COMPAMED High tech forum, Suppliers forum

Hall 914 * Electro medicine, medical technology, operating technology and
equipment (FFH&% ~ BAAE ~ TSR

Hall 14 : Hospital equipment, communication systems ( 8 F2% 45~ @304 &)
Hall 15 : Information and communications technology (& #¥2 3@ 344 )

Hall'16, 17 © National and mtematlonal joint participants, electro medwme

medical technology (B 4% ~ & F 2% HH3%)

mwMHmma1Lﬁmaﬂ%%ﬁ4ﬁ’kﬁﬁﬂiﬁ%% » 3 AP B E
FHERERRTAE SHRKEEIMY L ERE RS &ﬁﬁ%%ﬁﬁﬁﬁﬁ
MHEERL c AR LBBMA-R IR RHLEEERY BEGAEIIDE
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BREMAL ERBBIRETNE 1THEEE  AHELESREEIBLRAE
EREMALR - RBLREHFRT > SFMBEABIAEERIH S AT
BAWNAREN SRARATR BhE-REBARFUEEFS - REEFLAE
LEHAER R AR RABZP A GERGALAMER AR EERIFRAE -
ERARWBASE R BN AL R B AR ML ER > BN
BRSARFEMBLE K AT G BB G5 P B4 8 R Al eyl
RE o MESESELURBE MEFAERAGESGECERMERARAR
HEAEL RALMIMEE > AU FRBHEBHERAEY

ARFRME 0 2R AR T EMAE 0 o 0 AR REERNET M 0 839
MG X EaZ 4RGN AB T S AR EBN A R AREBI EMERE
B Rk AR - A PRSI L S AR FRB MR REIE HERE
BAE G IE PR BRI AN N SEAREENAS  MHARXEHM 2 8E
TR EHLBEAPSLERE  REFUBDESAERLE -

BALHERBM LB THBRELR

B B A 73 (Roche Diagnostics GmbH » £ 4% 8 K> &) & £ 3R AT = K 5
S A0 0 78 B Mannheim B 3% 0 8] R B R A0 H S B R &R R P
o BT 8500 A A% w4 {8 & Integrity, Courage, Passion » 38 84 Doing now what
patient need next. HA% > ML ARNIDH EREHNARGHEAFET L B A
MAEROBRABADEH B REMELRS GZET S BRELWHERA X
WA G LA - STRRABRMEL T |

Time o R Aétiffity S - Respbn_sible
09:00 Presentation 1
Introduction of
1.Mannheim Site 1. Hubert Bayer
2.RPD global Regulatory supports 2. Adelheid Schneider
3.Roche Point of Care overview | 3. Christian Bovenkerk
10:00 Site Tour 1
Production line of Coaguchek strips and Hubert Bayer
instrument ' ' Christian Bovenkerk
12:00 Lunch Break . All
13:00 Presentation 2 Andrea Weber and
¢801 design concepts and launch Adelheid Schneider

12



13:30 Presentation 3
' AMS (China manufacturing) Hubert Bayer

14:00 Site Tour 2 Hubert Bayer

Production of cobas 6000/8000 reagents Mr. Eiermann
1. reagent cassette Rich Hillmann
2. packaging

16:00 Presentation 4
e-labeling practice in EU Rich Hillman
16:30 Q&A / Wrap up All

= BRAAAZFTEREKLG  WRYH RGBS > 0355188 VR -

AR RFER BRI B L 2 4R B 0 BB R ARG ARS8

RULRTE » A RARRRR S S A F RIS REHHARAELH T

ﬁ@m’uﬁﬁmﬁ BWEBREL RIS BT BGBNAELE 80
Tl B LR T BB R AR -

- BRLTHAAEESELAY (ASEBTHRBR WME S AE)  F-aY
AL 442 45 BAR 7T 3% 2 8 B R ST 40 e SR BT B o el ¢ BRA F AR
FRABR  GAEHA SR BRWORTEREFTHA b > Bt BERR .
S RSN 0 A T AR A R o A H R PR bR B 2
WERBAF G HEE PR BT R A - B AR E NN I BRAE 4
ATRREE My B 8] BB R L R A o
C R PABIE 20 0 B E 0 AT SV A B 35 b B Ep L % 35
T RRE R SH E 2 P B bk 3 A 4 E T 164% 5= (e-labeling)” MEDDV 2.14/3
rev.] Supply of IFU and Other Information for IVD Medical Devices | 753, » ¥ 4t B
B ARSHERNAFHNENTRHZX A T ERE FLBEFRELE
BHETEN B4 ERRA TRET AL ERRAE IR F R4
it B SRR AR AR AR R ) T TR TR A Ep AR KA P R AR — 2 o

%~ e RES

= A WA R B BRI A TC212 e £ B & @3 - WG3 $1 2 69 TISO NWIP 20916:
Clinical performance studies for in vitro diagnostic medical devices (IVDs) using ‘
specimens from human subjects - Good study practice ##5 ¥ % > 44 &g 3 ~ WHO -

AR SR BREEREREAMMARZ AT AR [SO 14155 a4
(A ok 2 3 RSN B R B K B A2 R R B R EECE o
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