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T1 eival €éva npoTuno;

Eva npoTuno:

Mpoocodlopilel ANAITACEIC
Mepiypagpel HeOOOOUC

Aivel ouoTdosic (recommendations)
MpoopEpel kKaABodnynon
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EEEAIEN TwV MNMpoTunwv Alaxeipiong Y2l

O Aiebvng Opyavicuog Tunonoinong (ISO) (International

Organization for Standardization) eivar upia naykoopia
Opoonovoia EOvikwv Popewv Tunonoinong (popeic —uEAN
Tou ISO). H epyacia npoetoipyaciag Aiebvwv [llpoTunwv
OIEKMEPAIVVETAlI KATA Kavova ano Ti¢ TexViIKEC EniTponeg
Tou ISO. Kabe cpopsaq cpopsaq MEAOC Nou eVOIAPEPETAI yia
eva B€paq, yia To onoio €xel cuoTabei pia Texvikn eniTponn,
EXEI 6|Kc||oo|.|a va 8KI'IpOGOOI1£ITCII o€ auTn Tnv EniTponn. XT1I¢
Epyacieg, eniong, oupueTexouv AigBveig Opyavicpoi
KPATIKOI Kadl Jun, nou ouvoeEovTal pe 10 ISO, TO oONOIO
ouvepyaleTal oteva ye tn Aigedbvn H}\sKTpOTsxvmﬁ EniTponn

IAS (IEC) o 6Aa Ta OcpaTa nAEKTPOTEXVIKNG TUNonoinong
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Conformity Assessment 47

Alanioteuon - lNiocTonoinon

MicTonoinon: EAeyxog endpkeiag kai apepoAnyiac.
-AVA@EPETAl OE OPYAVIOHOUG NAPOXAG UMNPECIOV R OTNV
OpPYAvVWOon TWV UNNPECINV EUPUTEPWYV OPYAVICHWV.

-FiveTal anod dnuooioug KAl I0IWTIKOUC (POPEIQ

Alanioteuon: EAeyxoc¢ endpkelag, agepoAnviag Kai
IKAVOTNTAC.
-AVAQEPETAlI Ot epyaocTnPIiad OOKINWV Kal OlakpIifwoswy,
(POPEWYV NicTonoinong K.a.

IAS -[IlveTal yovo ano ¢popeic Ol1ANIcTEUONC.
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Conformity Assessment
Structure

Accreditation

ISO/IEC 17025  ISO/IEC 17020 Bodies
15O 15189 ISO/IEC 17065

- &

Inspection, Management
Product Systems
Certification Certification

I End Users - Consumers - Industry - Professionals
INTERNATIONAL
ACCREDITATION

Personnel
Certification

Laboratories,
Calibration Labs
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[TATI AIAMIZTEY2ZH
KAINIKQN EPIFA2ZTHPIQN;

AI10TI A€IOTMOTOC EAEYXOC KAl SOKIMES InTOLVTAI ATTO:

» Kparikeg Ynpeoieg (Ymouvpyeia — pA. COVID-19
K.q.)

» MoAiteg (TpoAnwn Kai diayveon)

» Yrmnpeoieg Yyeiag (AVAALTIKES LITNPECIES, ATPAAELIQ
PAPHAK®YV, KAIVIKEG MEAETEG, K.Q.)

» Epevvnrikouvg dopceig (R&D, emkvpwon, K.A.)

» Ao@aAloTIKoLg Opyaviououg (avaAvon acToxiag,
aflohoynon Kivéuvayv, K.d.)




OOEAH EOAPMOIHZ INMPOTYINQN KAI
AIATIIZTEYZHXZ KAINIKQN EPITAZTHPIQN

» AIOMOTIA KAl EYKLPOTNTA ATTOTEAECHUATOV

» TMaykoouia avayvopIion EKBECEW@V/MICTOTOINTIKOV
» EmidaI€n TeXVIKNG IKavoTnTag

» EomTtepIKn opyavaon

» ATOTEAECUATIKOTNTA TWV AEITOLPYIWV

> Meiwon oparpaT@y

> AlacPANION EMAPKEIAG KAl IKAVOTNTAS TTROCWITIKOV

» Alacpalion aflomoTiag epyacTneIakol eéEOTAICHOL

IAS » Alac¢galion tng Noiotnrag
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CYS EN ISO 15189:2022 -
AvdanTtuén Tou npoTunou

To npotTuno auTtd nNPOETOINACTNKE ano Tnv Texvikn Enitponni
ISO/TC 212, Clinical laboratory testing and InVitro diagnostics
test systems, o ocuvepyacia pye Tnv Eupwnaikn Enitponn yia tnv
Tunonoinon (CEN), Texviki emtponil CEN/TC 140 cUpgwva Je Tn
ouppwvia peta&u ISO kair CEN.

IAS
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CYS EN ISO 15189:2022 -
AvdanTtuén Tou npoTunou

AuTh €ival n TETApTn €KOOOCN TOU NMPOTUMNOU Kdl avTikadiotd Tnv
TPIiTN €kOoon (ISO 15189:2012),n onoia £€xel TexVIKA avaBewpnOei.
EninA€ov avtikaBiotrd 1o npotuno ISO 22870:2016 yia to Point of
Care Testing (POCT).

IAS
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CYS EN ISO
15189:2022

Requirements
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Baoikeg AAAAyYECQ

EnikevTpwUEVO NEPICCOTEPO OTOV KAIVIKO
KivOUVO Kal oTnVv €nidopacn TwV UMNNPECIOV
oTouc¢ aoBeveic.

Evowudtwon Twv anaitTioewv TOU nPOTUNouU
ISO 22870 (Point of Care Testing)

Aouiky avadlopydvwon Twv napaypdpwy,
WoTE va npooouoldlel e Ta unoAoina npdoTuna
TnG ocipag ISO 17000 nou oxeTidovTal YE TNV
nioronoinon Kai OlanicTeuon.

[MIo EUEAIKTO ®OC NMPOC TOV TPOMO EKNARPWONG
TWV aAnaiTRCE®wWV nou (NTouvV TEKMNPIWHMEVECS

NANPOPOPIEC.
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AANNATEZ 2THN EKAO2H 2022

SERVICE
AGREEMENTS

o
e

Quality Control (QC)

Ox1 nAéov anaiTnon va
Xpron Tou 6pou akoAouBouvTal ol oONYieQ
"Examination KATAOKEUAOTH Yia eAAxXioTa
Request"” avTi yia dilaoTpaTa eAéyxwv, aAAa Ba
"Request Form" NEENEI va EAEYXETAI O KIVOUVOG
otov AcBevi av To QC anoTuxel.

Terminology

Quality Manager &
Quality Manual

Aev undapxel nA€ov 15 npoocOnRKec oTo VEO
OUYKEKPIMEVN anaiTnon npoTuno.
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2 UYKpIon METAEU
ISO 15189:2012 & ISO 15189:2022

1ISO 15189:2022 (this document)

ISO 15189:2012

Foreword Foreword

Introduction Introduction

1 Scope 1 Scope

2 Normative references 2 Normative references

3 Terms and definitions 3 Terms and definitions

4 Management requirements 4 General requirements

4.1 Organization and management 4.1 Impartiality

responsibility 4.2 Confidentiality

4.1.1 Organization 4.2.1 Management of information
4.1.1.1 General 4.2.2 Release of information
4.1.1.3 Ethical conduct 4.2.3 Personnel responsibility

[includes confidentiality in (e)]
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2 UYKpIon METAEU
1ISO 15189:2012 & ISO 15189:2022
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4.1.1.2 Legal entity 5 Structural and governance requirements
4.1.1.4 Laboratory director 5.1 Legal Entity

4.1.2 Management responsibility 5.2 Laboratory director

4.1.2.1 Management commitment 5.2.1 Laboratory director competence

5.2.2 Laboratory director responsibilities
5.2.3 Delegation of duties

5.3 Laboratory activities

5.3.1 General

5.3.2 Conformance with requirements
5.4.1 General

5.4.2 Quality management

8.2.3 Evidence of commitment

4.1.2.2 Needs of users 4.3 Requirements regarding patients
5.3.3 Advisory activities

4.1.2.3 Quality policy 5.5 Objectives and policies
4.1.2.4 Quality objectives and planning 5.5 Objectives and policies
4.1.2.5 Responsibility, authority, and 5.4 Structure and authority
interrelationships

4.1.2.6 Communication 5.4.1 General b)
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2 UYKpIon METAEU
1ISO 15189:2012 & ISO 15189:2022 -

2,
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4.1.2.7 Quality manager 5.4.2 Quality management

4.2 Quality management system 8 Management system requirements

4.2.1 General requirements 8.1 General requirements and options
8.1.1 General

8.1.2 Fulfilment of management requirements
8.1.3 Management system awareness

4.2.2 Documentation requirements 8.2 Management system documentation

4.2.2.1 General 8.2.1 General

4.2.2.2 Quality manual [optional, no longer a requirement, see 8.2.1 NOTE]

4.3 Document control 8.3 Control of management system documents
8.3.1 General
8.3.2 Management of documents

4.4 Service agreements 6.7 Service agreements

4.4.1 Establishment of service agreements

4.4.2 Review of service agreements
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2 UYKpIon METAEU
ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012 ISO 15189:2022 (this document)

4.5 Examination by referral laboratories 6.8.2 Referral laboratories and consultants
4.5.1 Selecting and evaluating referral

laboratories and consultants

4.5.2 Provision of examination results

4.6 External services and supplies 6.8 Externally provided products and services
6.8.3 Review and approval of externally provided products and services

4.7 Advisory services 5.3.3 Advisory activities

4.8 Resolution of complaints 7.7 Complaints
7.7.1 Process
7.7.2 Receipt of complaint
7.7.3 Resolution of complaint

4.9 |dentification and control of 7.5 Nonconforming work
nonconformities
4.10 Corrective action 8.7 Corrective action
8.7.1 Actions when nonconformity occurs
8.7.2 Corrective action effectiveness

8.7.3 Records of nonconformities
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2 UYKpIon METAEU

ISO 15189:2012 & ISO 15189:2022

4.11 Preventive action 8.5 Actions to address risks and opportunities for improvement
8.5.1 Identification of risks and opportunities for improvement
8.5.2 Acting on risks and opportunities for improvement

4.12 Continual improvement 8.6 Improvement
8.6.1 Continual improvement
8.6.2 Laboratory patients, user and personnel feedback

4.13 Control of records 8.4 Control of records
8.4.1 Creation of records
8.4.2 Amendment of records
8.4.3 Retention of records

4.14 Evaluation and audits 8.8 Evaluations

4.14.1 General 8.8.1 General
8.8.2 Quality indicators
8.8.3 Internal audits

4.14.2 Periodic review of requests, and 7.2.3 Requests for providing laboratory examinations
IAS suitability of procedures, and sample 7.2.3.1 General
requirements 7.2.4.1 General
7.3 Examination processes
INTERMNATIONAL 7.3.1 General e)
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2 UYKpIon METAEU
1ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012 ISO 15189:2022 (this document)

4.14.3 Assessment of user feedback 8.6.2 Laboratory user and personnel feedback
4.14.4 Staff suggestions

4.14.5 Internal audit 8.8.3 Internal audits

4.14.6 Risk management 5.6 Risk management

8.5 Actions to address risks and opportunities for improvement
8.5.1 Identifications of risks and actions taken
8.5.2 Acting on risks and opportunities for improvement

4.14.7 Quality indicators 5.5 Objectives and policies d)
8.8.2 Quiality indicators

4.14.8 Reviews by external organizations 8.7 Nonconformities and corrective action
4.15 Management review 8.9 Management review
4.15.1 General 8.9.1 General
4.15.2 Review input 8.9.2 Review input
IAS 4.15.3 Review activities [not specified]
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2 UYKpIon METAEU
ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012 ISO 15189:2022 (this document)

4.15.4 Review output 8.9.3 Review output

5 Technical requirements 6 Resource requirements

5.1 Personnel 6.2 Personnel

5.1.1 General 6.2.1 General

5.1.2 Personnel qualifications 6.2.2 Competence requirements

5.1.3 Job descriptions 6.2.3 Authorization

5.1.4 Personnel introduction to the 6.2.4 Continuing education and professional development
organizational environment 6.2.5 Personnel records

5.1.5 Training

5.1.6 Competence assessment

5.1.7 Review of staff performance

5.1.8 Continuing education and professional
development

5.1.9 Personnel records

5.2 Accommodation and environmental 6.3 Facilities and environmental conditions
conditions 6.3.1 General

5.2.1 General 6.3.3 Storage facilities

5.2.2 Laboratory and office facilities 6.3.4 Personnel facilities

5.2.3 Storage facilities 6.3.5 Sample collection facilities

5.2.4 Staff facilities 6.3.2 Facility controls
5.2.5 Patient sample collection facilities

5.2.6 Facility maintenance and
environmental conditions
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2 UYKpIon METAEU

5.3 Laboratory equipment, reagents, and consumables

5.3.1 Equipment

5.3.1.1 General

5.3.1.2 Equipment acceptance testing

5.3.1.3 Equipment instructions for use

5.3.1.4 Equipment calibration and metrological traceability
5.3.1.5 Equipment maintenance and repair

5.3.1.6 Equipment adverse incident reporting

5.3.1.7 Equipment records

5.3.2 Reagents and consumables

5.3.2.1 General

5.3.2.2 Reagents and consumables - reception and storage
5.3.2.3 Reagents and consumables - acceptance testing
5.3.2.4 Reagents and consumables - inventory
management

5.3.2.5 Reagents and consumables - instructions for use
5.3.2.6 Reagents and consumables - adverse incident
reporting

5.3.2.7 Reagents and consumables - records

1ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012

ISO 15189:2022 (this document)
6.4 Equipment and 6.6 Reagents and consumables

6.4 Equipment

6.4.1 General

6.4.2 Equipment requirements

6.4.3 Equipment acceptance procedure

6.4.4 Equipment instructions for use

6.4.5 Equipment maintenance and repair

6.4.6 Equipment adverse incident reporting

6.4.7 Equipment records

6.5 Equipment calibration and metrological traceability
6.5.1 General

6.5.2 Equipment calibration

6.5.3 Metrological traceability of measurement results

6.6 Reagents and consumables

6.6.1 Reagents and consumables - General

6.6.2 Reagents and consumables - Receipt and storage
6.6.3 Reagents and consumables - Acceptance testing
6.6.4 Reagents and consumables - Inventory management
6.6.5 Reagents and consumables - Instructions for use
6.6.6 Reagents and consumables - Adverse incident
reporting

6.6.7 Reagents and consumables - Records
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2 UYKpIon METAEU
ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012

5.4 Pre-examination processes

5.4.1 General

5.4.2 Information for patients and users

5.4.3 Request form information

5.4.4 Primary sample collection and handling
5.4.4.1 General

5.4.4.2 Instructions for pre-collection activities
5.4.4.3 Instructions for collection activities
5.4.5 Sample transportation

5.4.6 Sample reception

5.4.7 Pre-examination handling, preparation, and
storage

5.5 Examination processes

5.5.1 Selection, verification, and validation of
examination procedures

ISO 15189:2022 (this document)

7.2 Pre-examination processes

7.2.1 General

7.2.2 Laboratory information for patients and users
7.2.3 Requests for providing laboratory examinations
7.2.3.1 General

7.2.3.2 Oral requests

7.2.4 Primary sample collection and handling

7.2.4.1 General

7.2.4.2 Information for pre-collection activities

7.2.4.3 Patient consent

7.2.4.4 Instructions for collection activities

7.2.5 Sample transportation

7.2.6 Sample receipt

7.2.6.1 Sample receipt procedure

7.2.6.2 Sample acceptance exceptions

7.2.7 Pre-examination handling, preparation and storage
7.2.7.1 Sample protection

7.2.7.2 Criteria for additional examination requests
7.2.7.3 Sample stability

7.3 Examination processes

7.3.1 General




2 UYKpIon METAEU
ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012 ISO 15189:2022 (this document)

5.5.1.2 Verification of examination procedures 7.3.2 Verification of examination methods

5.5.1.3 Validation of examination procedures 7.3.3 Validation of examination methods

5.5.1.4 Measurement uncertainty of measured quantity 7.3.4 Evaluation of measurement uncertainty

values

5.5.2 Biological reference intervals or clinical decision 7.3.5 Biological reference intervals and clinical decision
values limits

5.5.3 Documentation of examination procedures 7.3.6 Documentation of examination procedures

5.6 Ensuring quality of examination results 7.3.7 Ensuring the validity of examination results

5.6.1 General 7.3.7.1 General

5.6.2 Quality control 7.3.7.2 Internal quality control (IQC)

5.6.2.1 General
5.6.2.2 Quality control materials
5.6.2.3 Quality control data

5.6.3 Interlaboratory comparisons 7.3.7.3 External quality assessment (EQA)
5.6.3.1 Participation

5.6.3.2 Alternative approaches
5.6.3.3 Analysis of interlaboratory
comparison samples

5.6.3.4 Evaluation of laboratory performance

INTERNATIONAL
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2 UYKpIon METAEU
ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012 ISO 15189:2022 (this document)

5.6.4 Comparability of examination results 7.3.7.4 Comparability of examination results
5.7 Post-examination processes 7.4 Post-examination processes
5.7.1 Review of results 7.4.1.2 Result review and release

7.4.1.3 Critical result reports

5.7.2 Storage, retention, and disposal of clinical samples 7.4.2 Post-examination handling of samples

5.8 Reporting of results 7.4.1 Reporting of results
5.8.1 General 7.4.1.1 General
5.8.2 Report attributes 7.4.1.4 Special considerations for results
5.8.3 Report content 7.4.1.6 Requirements for reports
7.4.1.7 Additional information for reports
5.9 Release of results 7.4.1.2 Result review and release
5.9.1 General 7.4.1.1 General
I S 5.9.2 Automated selection and reporting of results 7.4.1.5 Automated selection, review, release and reporting
‘ \ of results
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2 UYKpIon METAEU
ISO 15189:2012 & ISO 15189:2022

ISO 15189:2012 ISO 15189:2022 (this document)

5.9.3 Revised reports 7.4.1.8 Amendments to results reported

5.10 Laboratory information management 7.6 Control of data and information management
5.10.1 General 7.6.1 General

5.10.2 Authorities and responsibilities 7.6.2 Authorities and responsibilities for information
5.10.3 Information system management management

7.6.3 Information systems management

7.6.4 Downtime plans

7.6.5 Off site management

7.8 Continuity and emergency preparedness planning

Not specified Annex A Additional requirements for Point-of-Care Testing

Annex A Table A.1 Correlation between ISO 9001:2008 Annex B Table B.1 Comparison between ISO 9001:2015 and

and this document this document
Annex A Table A.2 Correlation between and ISO/IEC Annex B Table B.2 Comparison between ISO/IEC
17025:2005 and this document 17025:2017 and this document

IAS Annex B Table B.1 Comparison of ISO 15189:2007 to ISO  Annex C Table C.1 Comparison between ISO 15189:2012
15189:2012 and ISO 15189:2022
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Introduction (1/3)

The objective of this document is to promote
the welfare of patients and satisfaction of
laboratory users through confidence in the
quality and competence of medical laboratories.
This document contains requirements for the
medical laboratory to plan and implement
actions to address risks and opportunities for
improvement. Benefits of this approach include:
increasing the effectiveness of the management
system, decreasing probability of invalid results,
and reducing potential harm to patients,
laboratory personnel, the public and the
environment.

INTERNATIONAL
ACCREDITATIOMN

SERVICE




Introduction (2/3)

The requirements for risk management are
aligned with the principles of ISO 22367.

The requirements for laboratory safety are
aligned with the principles of ISO 15190.

The requirements for sample collection and
transport are aligned with ISO 20658.

This document contains the requirements
for point-of-care testing (POCT) and
supersedes ISO 22870, which was withdrawn
upon publication of this document.

The format of this document is based on
ISO/IEC 17025:2017.
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Introduction (3/3)

While this document is intended for use
throughout the currently recognized medical
laboratory disciplines, it can effectively be
applied to other healthcare services, such as
diagnostic imaging, respiratory therapy,
physiological sciences, blood banks and
transfusion services.

The use of this document facilitates cooperation
between medical Ilaboratories and other
healthcare services, assists in the exchange of
information, and in the harmonization of
methods and procedures.

IAS
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Scope

This document specifies requirements for

quality and competence in medical laboratories. :g.% c:n'*é .
) € = —
©: e 2
This document is applicable to medical E_EC_U é_ 35| pertorgael
laboratories in developing their management c. EE reGention

orgamzablon
systems and assessing their competence. It is identificabion pe,,maacpegemenb

also applicable for confirming or recognizing the | P 30N OPK Orgﬂgg
competence of medical laboratories by

laboratory users, regulatory authorities and S c O ‘ e

accreditation bodies.
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This document is also applicable to point-of-
care testing (POCT)
.h“ strabegy research

resources -
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