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International

AFTER
Organization for International Standards for Business, Government and Society

Standardization

SO (International Organization for Standangezaicavalingtia
publishéntefnational Standards

SO isetwook the national standard$ tostituiienefmember
country, with a CentralGzop&anizeinand, that coordinate

ISO Is@governmental orgrar#oions a bridge between th
private sectors. On the one hand, many of its member In
governmental structure of their countries, or are mandat
other hand, other members have their roots uniguely Iin t
up by national partnerships of industry associations.

Therefore, 1SO emad@emdse reached on solutions that m
requirements of btsmiessaderd needs of society

25



ol International
Organization for Imternational Standards for Business, Government and Society

Standardization

Because "International Organization for Standardization
In different languages ("IOS" in Englisbrga@niisatimfrench
iInternatiah@al@malisgtifounders decided to givepurpese
name. Theyl&fhskerived from treefesekmey)lial\Whatever
country, whatever the language, the short form of the or

Standards make an enormous and positive contribution
When standards are absent, we soon notice.

SO standards provide technological, economic and soc

SO standards are.voluntary
SO itself does not regulate or legislate.
SO only develops standards farkbiate tuerenneat

26




International

AFTER
Organization for International Standards for Business, Government and Society

Standardization

SO standards are based on international consensus am

SO standards are useful everywhere in the world.

SO has mar@thaternational Standards and other types
documents In its current porgooigr.aisigesoitom standarc
traditional activities, such as agriculture and constructior
engineering, manufacturing and distribution, to transport
and communication technologies, and to standards for g
services.

InN194@lelegate@Fountries met in London and decided to
International organization, of which the olyeEiwacilddde "
the international coordination and ustéicddetgaS0dustrial
officially began opéetnsi®d in Geneva, Switzerland.
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International

AFTER
Organization for International Standards for Business, Government and Society

Standardization

ISO launches the development of new standards in resy
clearly established need for them.

At the el @bhere wdiédchnical binctiee 1ISO system] %3cl
ISO technical committees

The focus of the technical committees Is specialized and
three gepelal) development toatpraogree strategic guidar
standards' developmensaaidt apEFoss

U CASCO (conformity assessment)
U COPOLCO (consumer policy), ar
U DEVCO (developing country mat

28



e i International

Organization for International Standards for Business, Government and Society
v Standardization

|ISO standards are developed by experts from the sector

Draft International Standard (DIS)

!

Final Draft International Standard (FDIS).

!

International Standard

29



International

TR
Organization for International Standards for Business, Government and Society

Standardization

TQ12Clinical laboratory testing and in vitro diagnostic ti

Clinical and Laboratory Standards Institute
940Vest Valley RoblDGuite
USNayne,1BA8 8938

Tel:1+610 688 01 00

Fax14610 688 07 00

Web: www.nccls.org

Secretary: MiSteayid
Chairperson: Dr. Donald M. Po

until ezl 2
Creation 12&d:

30



International

AR
Organization for Imternational Standards for Business, Government and Society

Standardization

TQ12Clinical laboratory testing and in vitro diagnostic te

Standardization and guidance in the field of laboratory r
test systems. This includgsafiy exanaglemed pasalytical
procedaeslytical performance, |aleteatoicessiatiErasty
assurance.

Excluded:

generic gommagement standards dealt #&@ith by ISO / TC
guality management istanidarasel@attsvith by 13Q0/ TC
reference materials guidelines dealt with by the ISO Con
(REMCO);

conformity assessment guidelines dealt with by the ISO
assessment (CASCO).

e



il International
Organization for International Standards for Business, Government and Society

Standardization

TQ12Clinical laboratory testing and in vitro diagnost

Subcommittee/Work Title

TQIAVG Quality and competence ialtbeatog
TQIANG Refereagstems

TQIANG In vitro diagmostacts

TQ1ANE Antimicrobial susceptibility testing

32



International

AR
Organization for Imternational Standards for Business, Government and Society

Standardization

ISA51200specifies requiremeaedgdompetpactcular to
medical laboratories.

1ISA51200¢% for usedyfical labomademeloping their qualit
management systems and assessing their ioywaccoaupeti
bodigsconfirmiregognitiegcompetence of medical labore

33



International

AT
Organization for International Standards for Business, Government and Society
Nl Standardization

Medical labordBan@asnce on laboratory impldmEEaDMna

Medical labordRegesrements for safety

Medical labordRedestion of error through risk manag
Improvement

Laboratory meldeapuerements for reference measureme
Clinical laboratory testing and in vitro -dipoesitdibist

testing of infectious agents and evaluation of performance of anti
deviceBa#g Evaluation of performance of antimicrobial susceptibil

In vitro diagnostic medidaldeverasnt of quantities in sa

biological efgauirements for content and presentation of referen
procedures

34



International

AR
Organization for Imternational Standards for Business, Government and Society

Standardization

F B BIDEKDFE pF K
CFOcF ™M {4\

Uy C blIl
1SA518907

Medical laborataudisular
requirements for quality and
competence

35



ISO) 121892007 = Structure

Foreword

Introduction

Scope

Normativereferences

Termsand definitions

36




ISO) 121892007 = Structure

Management requirements

4.1

Organization and management

4.2

Quality system

4.3

Document control

4.4

Review of contracts

4.5

Examination by referral laboratories

4.6

External services and supplies

4.7

Advisory services

4.8

Complaints

4.9

ldentification and control of nonconformities

4.10

Corrective action

4.11

Preventive action

4.12

Continual improvement

4.13

Quality and technical records

4.14

Internal audits

4.15

Management review

37



ISO 151892007 = Structure

Technical requirements

0.1

Personnel

5.2

Accomodation and environmental conditi

2.3

Laboratory equipment

2.4

Preexamination procedures

9.0

Examination procedures

0.6

Asurring quality of examination procedurs

2./

Postexamination procedures

5.8

Reporting of results

38



ISO 151892007 = Structure

Annexes

Informative

A

Correlation with ISC0012000and ISO/IEC
170252005

“sso M. MOTF ppFC

B |Recommendations for protection of laboratory
Information systems (LIS)
MfF | TFBCB cCbfF Kbl BF J
C |Ethics in laboratory medicine

cv IO wnupr |

Bibliography
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Foreword

ARITR
Organization for Imternational Standards for Business, Government and Society

Standardization

ISA518&s preparedioycal Commiti2E2SO/TC
Clinical laboratory testing and in vitro diagnostic test syst

Thisecomdlitiocancasdeplacesfirstedition
(1SQA51200Whidebedachnicadlyisewrdéeo
alignmoioseliytithsecoaditiaf SO/IEC025
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Introduction

Based upon ISO0ERY |S001

EN ISD0200Qualitganagement s\gsemise ments
Third editidecemb@dO

o
ISO/IEggRBeneral Reayireme

|

ISA518Medical labordRamesular RequireQeratigyand
Competesarond edbfmu007
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Introduction

1 Essential to patientcare ¢ Bsr - Patient Car

1 Consultation S50 L s DRl L TR mpmfpl B SUx

1 Currentgcognidediplather disciplines

1 e F aipta s pRLLIBWARLPIEK M CKF | TFBCH
ClF3 Cy¥YB STFO3 ppFCXF

1 Accrediting bodies csycoh CYyTFb 9FK
1 Not for purposes of certification

1 Not conformity@0$%0

1 Annex A (correlation)
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ISO, ILAC and IAF streamline quality management req
|ab0ratOlFit@EEZ6QOGDEIO4http://v\ANw.iso.org/iso/pressreIeaﬁéﬂhtm’?refid:Re'

AT, International

Organization for International Orgamnization for Standardizationm

Standardization

International Accreditation Forum

International Laboratory Accreditatiomn Cooperatiom

43



ISO - News - [SO. ILAC and IAF streamline quality management requirements for me... Page 1 ol'1

Newsandmedia News 2009 6@

150, ILAC and IAF streamling quality management requirements for medical laborateries

a4

ISO, ILAC and IAF streamline quality managem (
requirements for medical laboratories
’b(\

2009-1104 & q
¢ Medical laboratories accredited to 5&2& 007 & sector-5) \ﬂc (echr@

competence and management sy dard) %) \zed asm

management system principles of |S& 9001 200

The move was ann L@ oint comm \ 150 (the at\ona\
Organization for | zation) ILA € emauonal Lal ry Accreditation
Cooperation) an the Inter Accrednailo rumj in September

2008 \S
The I QLAC cam was \ssueﬂ\a@ s the misconception in the

arket that medical es accredi 15189:2007 do not operate 2
recognized management system

Until now, accredited lones we equested stomers to undertake the additional step of
certification to 150 S0 demonst they are in fu of their processes.

Based onthe n o edures, medl ator\es ac 0 150 15189 will now be recognized as meeting the
manageme ems prmmples 01 2008 ted medical laboratories that are part of a larger
organiz |ﬁed to \SO u\d anly n § assessed once accerding to IS0 15189, and these results

ac eeting¢he p CI es of them nt system requirements (IS0 9001:2008)
This reccgmtlcm e redundant, qlﬂd time-consuming audits and. at the same time, enable medical
e boratones)b meet thelr& mer naeds

% &to editors;, & developer and publisher of ISO 15189 and 1SQ 9001, but does not itself carmy out
( e uditingfasse: % certification, These services are performed independently of ISO by accreditation and
&l

certificati |50 does not control such bodies, but does develop voluntary International Standards to encourage

no goo ir activities on a worldwide basis.

he world's principal intematicnal forum for the development of laboratory acareditation practices and
edures and the promoetion of calibration and testing laboratory and inspection accreditation. This accreditation
nsures that decisions en international trade, public health and environmental issues are based con reliable,
reproducible and accurate data. As well as working in other figlds, national accreditation bedies that are members of

.\(I \ :" “2 ILAC assess and declare the competence of medical laboratories against the requirements of ISO 15188
2 . ’\(:b

IAF is the world assoclation of accreditation bodies and other bodies interested in the accreditation of conformity

% assessment bodies previding certification and inspection services. Its primary function is to develop world wide
Q \Q programs of acereditation that promote the elimination of non tariff barriers 1o trade. Accreditation bodies declare the

& e" competence of certification bodies in the fields of management systems, products. services, personnel and other sitnilar

programs of conformity assessment.

release. htm?refid=Real1260 2010:06/06

Y. 0rg/is0/pr

0&
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1-

11 Requirements for quality and competence

1:2Medical laboratories: developing their quality
management systems & assessing their own con

Accreditation bodies: coatogmgey
competence of medical laboratories.

45



ZNormative refere

2)-1SGXall parQuantities and units

22 1S@00200Quality managementsysiamentals and voc
231S®00200Quality managemenRemiertaents

24 |1SO/IEC GAtjeroficiency tesibegdiyoratumparisonart

1 Development and operation of proficiency testing sche
25 |SO/IEKZ0Z00&eneral requirements for the competen
calibration laboratories

46



3 Terms and Definitio

3.1 Accreditation

3.2 Accuracy of measurement

3.3 Biological referencerinterval(normalirange)
3.4 Examination

3.5 Laboratory capabilityiQterlaboratorycomparison)
3.6 Lab Direction(person or persons)

3.7 Laboratory management

3.8 Measurement

3.9 Medical laboratory (clinical laboratory)

3.10 Post analytical phase

3.11 Pre analytical phase

3.12 Primary sample: specimen

3.13 Quantity

3.14 Quality management system

3.15 Referral lab supplementary or confirmatory
3.16 Sample

3.17 Traceability

3.18 Trueness of measurement

3.19 Uncertainty of measurement

47



Preexamination procedures

preanalyticaphase
steps starting, Il n chr

Including the examination requisition, preparatior
the primary sample, and transportation to and wi
ending when the analytical examination procedut

3T 3 B gl sl by

a5 ) S

Gl Conl gy ol Lo ol g > ) Gl o i @ 8]} Sl aS gsl"‘f"
o ST s w4558 Uil cad gl 658 (50T ma e 65l o3leT (il
b o ST T ol (sl g, o8 oot s OF il sl
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Postexamination procedures

postanalyticaphase
procedséowitigexaminanolidisygste maiae foymattir

andhterpretaighprizéoiozleassportangransmissior
resuldsdtoragieamptdit@xaminations

AT 3l ey )l sl s

4% ) eyl s

(S5 s oS WS e e e JUs 4 & ]
oxd 5 mls Jl)l g pIF ale Glaj e g s U
il ool 2ale T sle 4 o€ (55l
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9013189 QUREMENTS

4 Management requirel

5 Technical requiremer

¥



Annex

Annex A (Inforn@divelation wioEO000
and ISO/IEOZH05

Annd(InformatiREcommendations for prot
of laboratory information systems (LI

Anné&(Informatigghics in [aboratory medici
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ClaudeManagement requirements

410rganization and requirement

42Quality management system faliatQRIERETD, = al T
43Documemrttrol

54



ClaudeManagement requirements

410rganization and requirement

42Quality management system faliatQRIERETD, = al T
43Documemrttrol
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ClaudeManagement requireme

44Review of contracts
45Examination by referral |

A6External services and su Extarnl

47Advisory services
48Resolution of complaints

56



ClaudeManagement requirem:

49 |dentification and control of no
410Corrective action

41 1Preventive action

412Continual improvement LS

413Quality and technical records
414Internal audits
415Management review

57



ClaudeManagement requirements
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4. Management Requirement

41 Organization and management

41-1- legaligientifiable

41-22 medhe need of patients P
41-3 medne international stand
414 identibpnflict of interest

G RGN RS SR RS

415 laboratshall include : Lo

-authorlt / resourcesrespon3|bllltles authority,

-free rom am/]yn dueftral g?

-conf entjal Informati@echniCa mana ement
-avaolding |nvo vemengualit

-0r mana ement Str ayons

com UnICﬂTIOCESS S

59
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C3t UTfF Kp
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42 Qualilganagement system

42-1- Documentsmonmunicateterstood, Implementec
42-2-1QC/EQC
42-3 Quality policy statement

424 Quality Manual
(Outline structure of the SO ENAAt, WS) Forms

425 Medical Devices Management

62
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43 Document Control

431- procedur@sontrol all document
ananformation

432-procedures to ensure all
documents

433 Uniquely identified
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ClaudeManagement requirements
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44 Review of contracts

441- procedures

442-records shall be maintained
443 covany work referred by the lab
444 informetiany deviation from the
contract

445 amendments

69
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45Examination by referral laboratory

451- procedime evaluating and selectaly &efestadan
selectiagd monitoring the quality of referral lab
452-reviewpdriodically register of al] reteméldabf
Interest

453 maintained re@ordgister of all referral laborat
454 referring laboratory and not the referral labor
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46External services and supplies

46-1- policiemd procedures for purchase external

462-verified supplies

463 inventory control system

464 evaluadappliers of critical reagents, supplies
that affect the gueddynatation, maintain records

73



CXFBCFHh AMO™> YrF |

CXFBCFHB amMO3 YrBC> CFKFHup
bpFCXF 9)hPFHMF Pl 9 PR WERT-XTF
3t eyBFb @DOFJAIXF FfFmn(ClyYyecrt b/l

mMCl ngbHBFEHD?
OPpHTHB b3g 3!
AF L Egrlre -8 Y B

F T
n Cs3

74



4.7 Advisory services

{{Professional staff provide advice on
0 choice of examination
0 repeétequency
0 type of sample
flinterpretation of the results of the examination
{regular documented meetings
{{Participate in clinical rounds

75



48 Resolution of complaint

policy and procedures for the resolution of comp
records shall be maintained

76



ClaudeManagement requirements
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49ldentification and contmhiolrmotines

fpolicy and procedure to be implemented
fecur / document and eliminate the root cause(s
Proceddoedhe release of resaliesrofiftmnformities

78



1D Copes VI BaET T

finvestigate underlying cause
fdocument and implement any changes
fmonitor the results ofacbiwactive
fappropriate areas of activity are audite

a reactive process

79



Corrective actor bl H

F 2KfF 3 nt
F BbF 3 | OF I

1 Corrective action
- Action taken to eliminate the causemffardatgciedthen undesirable situs



N ( : Corrective

Actions

Learn from the event
and avoid Its recurrence

Remedial
Actions
Preventive Address the event
Actions and its consequences

See the potential event
and plan to avoid it

81



LU Preventive actiod

U identifigee improvementpoéeaksaliraasNCs
U procedtoepreventive action

a pro-active process



Preventive adioR F Dy- | vy

Preventive action
Action taken to eliminate the cause of a potential r
undesirable potential situation

ol
[{98)



4.12 Continual improvement
- systematically reviewed

identify potential source of NC

- action plan / evaluate the effectivemess
- amy meeded changes

- implement quality indicators

= traiming all lab. persomnel / users

84



403 Quality 2 chnical records
festablish and implement

fistoradirievable.
Retention time
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