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EUROOPA EESSONA

Dokumendi (EN ISO 15189:2022) on koostanud
tehniline komitee ISO/TC 212 ,Clinical laboratory
testing and in vitro diagnostic test
systems* koostdos tehnilise komiteega
CEN/TC 140 ,In vitro diagnostic medical devices*,
mille sekretariaati haldab DIN.

Euroopa standardile tuleb anda rahvusliku
standardi staatus kas identse tdlke avaldamisega
vOi joustumisteatega hiljemalt 2023. a juuniks ja
sellega vastuolus olevad rahvuslikud standardid
peavad olema kehtetuks tunnistatud hiljemalt
2025. a detsembriks.

Tuleb poorata tdhelepanu vodimalusele, et
standardi moni osa voib olla patendidoiguse objekt.
CEN ei vastuta sellis(t)e patendiigus(t)e
valjaselgitamise ega selgumise eest.

See dokument asendab standardeid
EN ISO 15189:2012 ja EN IS0 22870:2016.

Standard on koostatud standardimistaotluse
alusel, mille on Euroopa Standardimiskomiteele
(CEN) andnud Euroopa Komisjon ja Euroopa
Vabakaubanduse Assotsiatsioon.

[gasugune
dokumendi

tagasiside ja kiisimused selle
kohta tuleks suunata dokumendi
kasutaja rahvuslikule
standardimisorganisatsioonile / rahvuslikule
komiteele. Taielik loetelu nende organisatsioonide
kohta on leitav CEN-i veebilehelt.

CEN-i/CENELEC-i sisereeglite jargi peavad
Euroopa standardi kasutusele vdtma jargmiste
riikide rahvuslikud standardimisorganisatsioonid:
Austria, Belgia, Bulgaaria, Eesti, Hispaania,
Holland, Horvaatia, lirimaa, Island, Itaalia, Kreeka,
Kiipros, Leedu, Luksemburg, Lati, Malta, Norra,
Poola, Portugal, Prantsusmaa, P6hja-Makedoonia
Vabariik, Rootsi, Rumeenia, Saksamaa, Serbia,
Slovakkia, Sloveenia, Soome, Sveits, Taani, T$ehhi
Vabariik, Tiirgi, Ungari ja Uhendkuningriik.

EUROPEAN FOREWORD

This document (EN ISO 15189:2022) has been
prepared by Technical Committee ISO/TC 212
»Clinical laboratory testing and in vitro diagnostic
test systems“ in collaboration with Technical
Committee CEN/TC 140 ,In vitro diagnostic
medical devices” the secretariat of which is held by
DIN.

This European Standard shall be given the status of
a national standard, either by publication of an
identical text or by endorsement, at the latest by
June 2023, and conflicting national standards shall
be withdrawn at the latest by December 2025.

Attention is drawn to the possibility that some of
the elements of this document may be the subject
of patent rights. CEN shall not be held responsible
for identifying any or all such patent rights.

This document supersedes EN ISO 15189:2012 and
EN ISO 22870:2016.

This document has been prepared under a
Standardization Request given to CEN by the
European Commission and the European Free
Trade Association.

Any feedback and questions on this document
should be directed to the users’ national standards
body/national committee. A complete listing of
these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal
Regulations, the national standards organizations
of the following countries are bound to implement

this European Standard: Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany,

Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Netherlands,
Norway, Poland, Portugal, Republic of North
Macedonia, Romania, Serbia, Slovakia, Slovenia,
Spain, Sweden, Switzerland, Tirkiye and the
United Kingdom.



Joustumisteade

CEN on standardiISO 15189:2022 teksti muutmata
kujul iile votnud standardina EN ISO 15189:2022.

MUUDATUSE A11 EUROOPA
EESSONA

Dokumendi (EN ISO 15189:2022/A11:2023) on
koostanud tehniline komitee CEN/TC 140 ,In vitro
diagnostic medical devices“, mille sekretariaati
haldab DIN.

Euroopa standardi EN ISO  15189:2022
muudatusele tuleb anda rahvusliku standardi
staatus kas identse tolke avaldamisega voi
joustumisteatega hiljemalt 2024. a maiks ja sellega
vastuolus olevad rahvuslikud standardid peavad
olema kehtetuks tunnistatud hiljemait 2026. a
novembriks.

Tuleb poorata tdhelepanu vdimalusele, et
dokumendi mdni osa vdib olla patendidiguse objekt.
CEN ei vastuta sellis(t)e patendidigus(t)e
valjaselgitamise ega selgumise eest.

Dokument on koostatud standardimistaotluse
alusel, mille on Euroopa Standardimiskomiteele
(CEN) andnud Euroopa Komisjon ja Euroopa
Vabakaubanduse Assotsiatsioon, ja see toetab EL-i
direktiivi(de) / maarus(t)e olulisi ndudeid.

Teave EL-i direktiivi(de) / maarus(t)e kohta on
esitatud teatmelisas ZA, mis on selle dokumendi
lahutamatu osa.

CEN-i/CENELEC-i sisereeglite jargi peavad Euroopa
standardi kasutusele vdtma jiargmiste riikide
rahvuslikud standardimisorganisatsioonid: Austria,
Belgia, Bulgaaria, Eesti, Hispaania, Holland,
Horvaatia, lirimaa, Island, Itaalia, Kreeka, Kiipros,
Leedu, Luksemburg, Laiti, Malta, Norra, Poola,
Portugal, Prantsusmaa, P6hja-Makedoonia Vabariik,
Rootsi, Rumeenia, Saksamaa, Serbia, Slovakkia,
Sloveenia, Soome, Sveits, Taani, T$ehhi Vabariik,
Tiirgi, Ungari ja Uhendkuningriik.
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Endorsement notice

The text of ISO 15189:2022 has been approved by

CEN as EN ISO 15189:2022 without any
modification.

EUROPEAN FOREWORD TO
AMENDMENT A11

This document (EN ISO 15189:2022/A11:2023)
has been prepared by Technical Committee
CEN/TC 140 “In vitro diagnostic medical devices”
the secretariat of which is held by DIN.

This Amendment to the European Standard
EN ISO 15189:2022 shall be given the status of a
national standard, either by publication of an
identical text or by endorsement, at the latest by
May 2024, and conflicting national standards shall
be withdrawn at the latest by November 2026.

Attention is drawn to the possibility that some of
the elements of this document may be the subject
of patent rights. CEN shall not be held responsible
for identifying any or all such patent rights.

This document has been prepared under a
Standardization Request given to CEN by the
European Commission and the European Free
Trade Association, and supports essential
requirements of EU Directive(s) / Regulation(s).

For the relationship with EU Directive(s) /
Regulation(s), see informative Annex ZA, which is
an integral part of this document.

According to the CEN-CENELEC Internal
Regulations, the national standards organizations
of the following countries are bound to implement
this European Standard: Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czech Republic,
Denmark, Estonia, Finland, Former Yugoslav
Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland, Turkey and the United
Kingdom. (il
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EESSONA
ISO (International Organization for
Standardization) on {lemaailmne rahvuslike

standardimisorganisatsioonide (ISO rahvuslike
liikmesorganisatsioonide) foderatsioon. Tavaliselt
tegelevad rahvusvahelise standardi koostamisega
ISO tehnilised komiteed. Koigil rahvuslikel
liikmesorganisatsioonidel, kes on mingi tehnilise
komitee padevusse  kuuluvast valdkonnast
huvitatud, on digus selle komitee tegevusest osa
votta. Selles toos osalevad ka 1SO-ga seotud
rahvusvahelised riiklikud organisatsioonid ning
vabaiihendused. Koigis elektrotehnika
standardimist puudutavates kiisimustes teeb ISO
tihedat koostood Rahvusvahelise
Elektrotehnikakomisjoniga (IEC).

Selle dokumendi valjato6tamiseks kasutatud ja
edasiseks haldamiseks mdeldud protseduurid on
kirjeldatud ISO/IEC direktiivide 1. osas. Eriti tuleb
silmas pidada eri heakskiidukriteeriumeid, mis on
eri liiki ISO dokumentide puhul vajalikud. See
dokument on kavandatud ISO/IEC direktiivide
2.0sas esitatud toimetamisreeglite kohaselt
(vt www.iso.org/directives).

Tuleb poorata tdhelepanu vodimalusele, et
standardi moni osa voib olla patendidiguse objekt.
ISO ei vastuta sellis(t)je patendidigus(t)e
vdljaselgitamise ega selgumise eest. Dokumendi
valjatdotamise jooksul viljaselgitatud voi selgunud
patendidiguste iliksikasjad on esitatud peatiikis
»Sissejuhatus” ja/voi 1SO-le saadetud patentide
deklaratsioonide loetelus
(vt www.iso.org/patents).

Mis tahes selles dokumendis kasutatud ariline
kdibenimi on kasutajate abistamise eesmargil
esitatud teave ja ei kujuta endast toetusavaldust.

Selgitused standardite vabatahtliku kasutuse ja
vastavushindamisega seotud ISO eriomaste
terminite ja véljendite kohta ning teave selle kohta,
kuidas ISO jargib WTO tehniliste kaubandustokete
lepingus sitestatud pohimotteid, on esitatud
jargmisel aadressil:
www.iso.org/iso/foreword.html.

FOREWORD

ISO (the International Organization for
Standardization) is a worldwide federation of
national standards bodies (ISO member bodies).
The work of preparing International Standards is
normally carried out through ISO technical
committees. Each member body interested in a
subject for which a technical committee has been
established has the right to be represented on that
committee. International organizations,
governmental and non-governmental, in liaison
with SO, also take part in the work. ISO
collaborates closely with the International
Electrotechnical Commission (IEC) on all matters
of electrotechnical standardization.

The procedures used to develop this document and
those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In
particular, the different approval criteria needed
for the different types of ISO documents should be
noted. This document was drafted in accordance
with the editorial rules of the ISO/IEC Directives,
Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of
the elements of this document may be the subject
of patent rights. ISO shall not be held responsible
for identifying any or all such patent rights. Details
of any patent rights identified during the
development of the document will be in the
Introduction and/or on the ISO list of patent
declarations received (see www.iso.org/patents).

Any trade name used in this document is
information given for the convenience of users and
does not constitute an endorsement.

For an explanation of the voluntary nature of
standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as
well as information about ISO's adherence to the
World Trade Organization (WTO) principles in the
Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.
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Dokumendi on koostanud tehniline komitee
ISO/TC 212 ,Clinical laboratory testing and in vitro
diagnostic test systems“ koostdds Euroopa
Standardimiskomitee (CEN) tehnilise komiteega
CEN/TC 140 ,In vitro diagnostic medical
devices” ISO ja CEN-i vahelise tehnilise koostdo
lepingu kohaselt (Viini leping).

Neljas valjaanne tiihistab ja asendab kolmandat
valjaannet (ISO 15189:2012), mis on tehniliselt iile

vaadatud. See asendab ka  standardit

[SO 22870:2016.

Peamised muudatused on jargmised:

— Uhtlustamine standardiga
ISO/IEC 17025:2017  viis  juhtimisnduete

avaldamiseni dokumendi 16pus;

— kaasati patsiendildhedaste uuringute (POCT)
nouded, mis varem olid standardis ISO 22870;

— suurenenud rohk riskijuhtimisele.

[gasugune
dokumendi

tagasiside voi kiisimused selle
kohta tuleks suunata dokumendi
kasutaja rahvuslikule
standardimisorganisatsioonile. ~Taielik loetelu
nende organisatsioonide kohta on leitav
veebilehelt www.iso.org/members.html.
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This document was prepared by Technical
Committee ISO/TC 212, Clinical laboratory testing
and in vitro diagnostic test systems, in collaboration
with the European Committee for Standardization
(CEN) Technical Committee CEN/TC 140, In vitro
diagnostic medical devices, in accordance with the
Agreement on technical cooperation between ISO
and CEN (Vienna Agreement).

This fourth edition cancels and replaces the third
edition (ISO 15189:2012), which has been
technically revised. It also replaces
ISO 22870:2016.

The main changes are as follows:

— Alignment with ISO/IEC 17025:2017 resulted
in the management requirements now
appearing at the end of the document;

— Requirements for point-of-care testing (POCT),
previously in ISO 22870, have been
incorporated;

— Increased emphasis on risk management.

Any feedback or questions on this document
should be directed to the user’s national standards
body. A complete listing of these bodies can be
found at www.iso.org/members.html.



http://www.iso.org/members.html
http://www.iso.org/members.html

EVS-EN ISO 15189:2022+A11:2023

SISSEJUHATUS

Kaesoleva dokumendi eesmirk on edendada
patsientide heaolu ja laborikasutajate rahulolu
meditsiinilaborite kvaliteedi ja kompetentsuse
usaldusvadrsuse kaudu.

Kéesolev dokument sisaldab noudeid
meditsiinilaborile  planeerida ja rakendada
meetmed, et tegelda riskide ja
parendusvdimalustega.  Selle  ldhenemisviisi

eelised on jargmised: juhtimissiisteemi mdjususe
suurendamine, kehtetute tulemuste téendosuse
vdahendamine ning patsientidele, labori
personalile, avalikkusele ja keskkonnale tekkida
vodiva kahju vihendamine.

Riskijuhtimise nduded on kooskdlas standardi
ISO 22367 pShimotetega.

Laboriohutuse néuded on kooskélas standardi
[SO 15190 pdhimotetega.

Proovivétu ja transpordi nduded on kooskdlas
standardiga ISO 206581

Kéesolev dokument sisaldab noudeid
patsiendildhedastele uuringutele (POCT) ja
asendab standardit ISO 22870, mis kaesoleva
dokumendi avaldamisel muutub kehtetuks.

Kaesoleva dokumendi vorming pohineb standardil
ISO/IEC 17025:2017.

INTRODUCTION

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.

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 20658.1

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

The format of this document is based on
ISO/IEC 17025:2017.

1 Esimene viljaanne koostamisel (eelmine viljaanne oli tehniline spetsifikatsioon). Etapp avaldamise hetkel:

ISO/DIS 20658:2022.

1 First edition under preparation (previous edition was a Technical Specification). Stage at the time of publication:

ISO/DIS 20658:2022.
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Meditsiinilabor on patsiendi ravis tahtis; selle
tegevused toimuvad eetilises ja  juhitud
raamistikus, mis arvestab tervishoiuteenuse
osutajate kohustusi patsiendi ees. Need tegevused
viiakse 1abi digeaegselt, et tdita kdigi patsientide
ning nende patsientide ravi eest vastutava

personali  vajadusi. = Tegevused  hdlmavad
korraldusi uuringutellimuste esitamiseks,
patsientide ettevalmistuseks, patsientide
identifitseerimiseks, proovivotuks, transpordiks,
patsiendiproovide  tdotlemiseks,  ettendhtud
kasutuseks sobivate uuringute valimiseks,

proovide uuringuks, proovide hoiustamiseks,
jargnevaks tolgendamiseks, tulemuse esitamiseks
ja ndustamiseks labori kasutajatele. See vdib
sisaldada ka tulemuste esitamist patsiendile,
kiireloomulise  testimise ~ korraldamist ja
kriitilistest tulemustest teavitamist.

Kuigi  kdesolev  dokument mdeldud
kasutamiseks  koéigil  praegu  tunnustatud
meditsiinilabori erialadel, saab seda mdjusalt
kasutada ka muude tervishoiuteenuste puhul, nagu

on

piltdiagnostika, respiratoorne teraapia,
fiisioloogia, verepangad ja verelilekannete
teenused.

Kdesoleva dokumendi kasutamine hdlbustab

meditsiinilaborite ja teiste tervishoiuteenuste
vahelist koostddd, aitab vahendada teavet ning
tihtlustada meetodeid ja protseduure.

Meditsiinilaboritevaheline patsiendiuuringute
tulemuste vorreldavus, olenemata linnast vGi
riigist, on holbustatud, kui meditsiinilaborid
vastavad kdesoleva dokumendi nouetele.

Kui labor taotleb akrediteerimist, peaks ta valima
akrediteerimisasutuse, mis tegutseb standardi
ISO/IEC 17011 jargi ja arvestab
meditsiinilaboritele esitatavaid erinoudeid.

Kdesoleva dokumendi vordlus standarditega
[S0 9001:2015 ja ISO/IEC 17025:2017 on lisas B.
Standardite 1SO 15189:2012 ja ISO 15189:2022
(kdesolev dokument) vordlus on lisas C.

EVS-EN ISO 15189:2022+A11:2023

The medical laboratory is essential to patient care;
activities are provided within an ethical and
governance framework, that recognizes the
obligations of healthcare providers to the patient.
These activities are undertaken in a timely manner
to meet the needs of all patients and the personnel
responsible for the care of those patients. Activities
include arrangements for examination requests,
patient  preparation, patient identification,
collection of samples, transportation, processing of
patient samples, selection of examinations that are
fit for intended use, examination of samples,
sample storage, as well as subsequent
interpretation, result reporting and advice to
laboratory users. This may also include the
provision of results to the patient, arrangements
for urgent testing and the notification of critical
results.

While this document is intended for wuse
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 laboratories and other healthcare
services, assists in the exchange of information,
and in the harmonization of methods and
procedures.

The comparability of patient examination results
between medical laboratories, regardless of city or
country, is facilitated when medical laboratories
conform to this document.

When a laboratory seeks accreditation, it should
select an accreditation body which operates in
accordance with ISO/IEC 17011, and which takes
into account the particular requirements of
medical laboratories.

Comparisons between this document,
[S09001:2015 and ISO/IEC 17025:2017 are in
Annex B. The comparison of ISO 15189:2012 to
[SO 15189:2022 (this document) is in Annex C.
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1 KASITLUSALA

Kdesolev dokument maadratleb kvaliteedi ja
kompetentsuse nduded meditsiinilaboritele.

Kiesolev dokument on kohaldatav
meditsiinilaboritele, kui nad arendavad valja oma
juhtimissiisteeme ja hindavad oma kompetentsust.
Seda vbdivad meditsiinilaborite kompetentsuse
kinnitamiseks  v&6i  tunnustamiseks samuti
kasutada labori kasutajad, valitsusasutused ja
akrediteerimisasutused.

Samuti on kdesolev dokument kohaldatav
patsiendildhedastele uuringutele (POCT).

MARKUS Kaesolevas dokumendis kasitletud
spetsiifiliste teemade kohta vdivad kehtida ka
rahvusvahelised, riiklikud vdi piirkondlikud eeskirjad
voi nduded.

2 NORMIVIITED

Allpool nimetatud dokumentidele on tekstis
viidatud selliselt, et nende sisu kujutab endast kas
osaliselt v0i tervenisti selle dokumendi ndéudeid.
Dateeritud viidete korral kehtib iiksnes viidatud
valjaanne. Dateerimata viidete korral kehtib
viidatud dokumendi uusim valjaanne koos
vdimalike muudatustega.

ISO/IEC Guide 99:2007. International vocabulary
of metrology — Basic and general concepts and
associated terms (VIM)

MARKUS  ISO/IEC Guide 99 on tuntud ka kui Joint
Committee for Guides in Metrology (JCGM) 200.

ISO/IEC 17000:2020. Conformity assessment —
Vocabulary and general principles

ISO/IEC 17025:2017. General requirements for the
competence of testing and calibration laboratories

3 TERMINID JA MAARATLUSED

Standardi rakendamisel kasutatakse
dokumentides ISO/IEC Guide 99 ja ISO/IEC 17000
ning allpool esitatud termineid ja maaratlusi.

12

1 SCOPE

This document specifies requirements for quality
and competence in medical laboratories.

This document 1is applicable to medical
laboratories in developing their management
systems and assessing their competence. It is also
applicable for confirming or recognizing the
competence of medical laboratories by laboratory
users, regulatory authorities and accreditation
bodies.

This document is also applicable to point-of-care
testing (POCT).

NOTE International, national, or regional
regulations or requirements can also apply to specific
topics covered in this document.

2 NORMATIVE REFERENCES

The following documents are referred to in the text
in such a way that some or all of their content
constitutes requirements of this document. For
dated references, only the edition cited applies. For
undated references, the latest edition of the
referenced document (including any amendments)
applies.

ISO/IEC Guide 99:2007. International vocabulary
of metrology — Basic and general concepts and
associated terms (VIM)

NOTE ISO/IEC Guide 99 is also known as the Joint
Committee for Guides in Metrology (JCGM) 200.

ISO/IEC 17000:2020. Conformity assessment —
Vocabulary and general principles

ISO/IEC 17025:2017. General requirements for the
competence of testing and calibration laboratories

3 TERMS AND DEFINITIONS

For the purposes of this document, the terms and
definitions given in ISO/IEC Guide 99 and
ISO/IEC 17000 and the following apply.
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