Full document details: ISO 15189-2022

INTERNATIONAL ISO
STANDARD 15189

Fourth edition
2022-12

Medical laboratories — Requirements
for quality and competence

Laboratoires de biologie médicale — Exigences concernant la qualité
et la compétence

Reference number
1SO 15189:2022(E)

Documents

Document Sharing Hub
© IS0 2022



http://www.avadocuments.com/doc/iso-15189-2022
http://www.avadocuments.com/doc/iso-15189-2022

ISO 15189:2022(E)

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2022

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401 o Ch. de Blandonnet 8
CH-1214 Vernier, Geneva
Phone: +41 22 749 01 11
Email: copyright@iso.org
Website: www.iso.org

Published in Switzerland DOC ume ntS
.. Document Sharing Hub
11 © IS0 2022 - All rights reserved

Full document details: ISO 15189-2022


http://www.avadocuments.com/doc/iso-15189-2022
http://www.avadocuments.com/doc/iso-15189-2022

ISO 15189:2022(E)

Contents Page
FFOT@WOTM........ccccoccovvvvteeeesse e85 5 5 55858585855555 vi
IIMEIOMUICTION ..o vii
1 SCOPI@ ... 1
2 NOIIMATIVE FEFEI@IICES ... 1
3 Terms and definitions
4 General requirements
41 Impartiality ...
4.2 Confidentiality ..o
4.2.1 Management Of INfOrMAatioN ...
4.2.2  Release of iNFOrMationN . ...
4.2.3 Personnel responsibility
4.3 Requirements regarding Pati€Nts ...
5 Structural and governance reqUITEIMIEIITS ...
5.1 Legal entity ...

5.2 Laboratory director
5.2.1 Laboratory director competence

5.2.2 Laboratory director reSponsSibilities. ... 10

5.2.3  Delegation Of AULIES ...t
5.3 Laboratory activities

5.3.1  General ..

5.3.2 Conformance with requirements

5.3.3 Advisory activities.... ...

5.4 Structure and authority

54T GENETAL e
54.2  QUAlILY MANAZEIMENT ..o
5.5 Objectives and policies
5.6 RISK INANAZEIMIEIIE ..o
6 Resource requirements
6.1 General.......cc.

6.2 Personnel....
6.2.1 General
6.2.2 Competence requirements

6.2.3  AUTROTIZATION oot
6.2.4 Continuing education and professional development
6.2.5  PerSONNE] TECOTMAS. ..o
6.3  Facilities and environmental conditions
6.3.1  General ...
6.3.2 Facility controls
6.3.3  SOTAZE FACTHTIES ...ooo o
6.3.4  PersSONNEl faCHlITIES .o
6.3.5 Sample collection facilities
6.4 B QUUIPITIEIIT ..k
O3 R 7 4 V) - 1 OO
6.4.2 Equipmentrequirements..............
6.4.3 Equipment acceptance procedure
6.4.4 Equipment inStructions fOr USE ...
6.4.5 Equipment maintenance and FePAIT ...
6.4.6 Equipment adverse incident reporting
6.4.7  EQUIPIMENT TECOTAS ..oooioeieeiiieeeeeieeeeeee et
6.5  Equipment calibration and metrological traceability ...
6.5.1  General ...

6.5.2 Equipment calibration

Document Sharin%Hub
© IS0 2022 - All rights reserved 1

Full document details: ISO 15189-2022


http://www.avadocuments.com/doc/iso-15189-2022
http://www.avadocuments.com/doc/iso-15189-2022

ISO 15189:2022(E)

6.5.3 Metrological traceability of measurement results

6.6  Reagents and consumables ...
6.6. 1 GENETAL ..o
6.6.2 Reagents and consumables — Receipt and StOrage..........ccscss
6.6.3 Reagents and consumables — Acceptance teSting. ...
6.6.4 Reagents and consumables — Inventory management
6.6.5 Reagents and consumables — InsStructions for USe ...
6.6.6 Reagents and consumables — Adverse incident reporting............ 19
6.6.7 Reagents and consumables — Records
6.7 Service agreements ...,
6.7.1  Agreements With 1aboratory USET'S. ... ...
6.7.2  Agreements With POCT OPEIatorsS. ...t
6.8 Externally provided products and services
6.8.1  GEINETAL ..o
6.8.2 Referral laboratories and CONSUILANTS ...
6.8.3 Review and approval of externally provided products and services............ccoc.... 20
7 PrOCeSS F@QUITE@IMEIIES ......ooocccciiiiiiiiieiie et 21
7.1 General

7.2 Pre-eXamiNatiON PrOCESSES. ..ot
7.2.1  GEIETAL e
7.2.2  Laboratory information for patients and users
7.2.3 Requests for providing laboratory examinations
7.2.4 Primary sample collection and handling

7.2.5 Sample transportation................
7.2.6 SAMPIE TECEIPL oo
7.2.7  Pre-examination handling, preparation, and StOrage...........
7.3 EXAMINATION PIOCESSES ..ot
7.3. 1 General ..
7.3.2  Verification of examination methods
7.3.3  Validation of examination Methods ...
7.3.4  Evaluation of measurement uncertainty (MU)........coiies
7.3.5 Biological reference intervals and clinical decision limits
7.3.6  Documentation of examination procedures...................
7.3.7  Ensuring the validity of examination results.............
7.4 POSt-eXamination PrOCESSES. ...
741  RePOItiNg OF TESULES ..ot
7.4.2  Post-examination handling of SAMPIES ...
7.5 NONCONFOIMING WOTK ...oooiieieeeeeee e
7.6 Control of data and information management............cnn
7.6. 1 GEINETAL ..o
7.6.2  Authorities and responsibilities for information management............cccos
7.6.3  Information SyStems MaNAZEMIEINT ......ccc..cooerieriererireeiees e 34
7.6.4  DOWNEIME PLAIS oo 34
7.6.5  Off SIt@ MANAZEIMEIIT ..ot 34
7.7 Complaints

T7 L PTOCESS oot
7.7.2  Receipt Of COMPLATNT ... s
7.7.3  Resolution of complaint.........cccnn
7.8 Continuity and emergency preparedness planning

8 Management SYStem FeQUITEIMIEIIES ...............oooiiiiiiiiiiiriineieie it
8.1 GENETAL TEQUITEIMEIITS ..ot
811 GEIETAL e
8.1.2 Fulfilment of management system requirements
8.1.3 Management SyStemM aWar€NeSS. ...
8.2 Management system documentation ...
8.2.1  General ...
8.2.2 Competence and qUALTEY ...
. Document Sharing Hub
v © IS0 2022 - All rights reserved

Full document details: ISO 15189-2022


http://www.avadocuments.com/doc/iso-15189-2022
http://www.avadocuments.com/doc/iso-15189-2022

ISO 15189:2022(E)

8.2.3 Evidence of commitment

8.2.4 Documentation.......
8.2.5 Personnel access......enreeeeeen,
8.3 Control of management SyStem dOCUIMENTS ... 37
20 T N € 7<) 4 =) i U 00000000000
8.3.2 Control of documents...
8.4 (070) 01 010 o i o =Y ) 6 £
LS 7 3 N O T== U [0 s W0 J 0 0= 1 ) s K=
8.4.2 Amendment of records
8.4.3  Retention Of TECOTAS. ...
8.5  Actions to address risks and opportunities for improvement............... 38
8.5.1 Identification of risks and opportunities for improvement............n, 38
8.5.2 Acting on risks and opportunities for improvement
8.6 TIMNPTOVEITIEIIT ..o
8.6.1  ContinUal IMPTOVEIMENLT . ...t
8.6.2 Laboratory patients, user, and personnel feedback....
8.7 Nonconformities and corrective actions........cc.
8.71  Actions when nonconformity occurs.....
8.7.2  Corrective action effeCtiVeNessS. ... sieeeeeessssiseeeeesss
8.7.3 Records of nonconformities and corrective actions
8.8 LAY U LT E= 18 (o) K=
L 7R TR0 S <) o <) o= S
8.8.2 Quality indicators..
8.8.3 Internal audits.........
8.9 Management reviews......
89.1 General....
8.9.2 Reviewinput....
8.9.3  REOVIEW OUEPUL ..ot
Annex A (normative) Additional requirements for Point-of-Care Testing (POCT).........cccoccconn 43
Annex B (informative) Comparison between ISO 9001:2015 and ISO 15189:2022 (this
AOCUITIEIIE) .......ooooeese e85 44
Annex C (informative) Comparison between ISO 15189:2012 and ISO 15189:2022 (this
OCUIMIEIIE) ... 54
BADLEOGIAPIY ... 61

Documents
Document SharingVHub

© IS0 2022 - All rights reserved

Full document details: ISO 15189-2022


http://www.avadocuments.com/doc/iso-15189-2022
http://www.avadocuments.com/doc/iso-15189-2022

ISO 15189:2022(E)

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 ISO, 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.

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.

Documents

. Document Sharing Hub
Vi © IS0 2022 - All rights reserved

Full document details: ISO 15189-2022


http://www.avadocuments.com/doc/iso-15189-2022
http://www.avadocuments.com/doc/iso-15189-2022

ISO 15189:2022(E)

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 ISO 22870,
which will be withdrawn upon publication of this document.

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

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 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 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, ISO 9001:2015 and ISO/IEC 17025:2017 are in Annex B. The
comparison of ISO 15189:2012 to ISO 15189:2022 (this document) is in Annex C.

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

1SO/DIS 20658:2022. Documents
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INTERNATIONAL STANDARD ISO 15189:2022(E)

Medical laboratories — Requirements for quality and
competence

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

This document is 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.

[SO and IEC maintain terminology databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at https://www.electropedia.org/

3.1

bias

measurement bias

estimate of a systematic measurement error

Note 1 to entry: This definition only applies to quantitative measurements

[SOURCE: ISO/IEC Guide 99:2007, 2.18, modified — Note 1 to entry has been added.]
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3.2

biological reference interval

reference interval

specified interval of the distribution of values taken from a biological reference population

Note 1 to entry: A reference interval is commonly defined as the central 95% interval. Another size or an
asymmetrical location of the reference interval could be more appropriate in particular cases.

Note 2 to entry: A reference interval can depend upon the type of primary sample (3.25) and the examination
procedure (3.9) used.

Note 3 to entry: In some cases, only one biological reference limit is important, usually an upper limit, “x”, so that

the corresponding biological reference interval would be less than or equal to “x”.

Note 4 to entry: Terms such as ‘normal range’, ‘normal values’, and ‘clinical range’ are ambiguous and therefore
discouraged.

[SOURCE: ISO 18113-1:2022, 3.1.9, modified — The EXAMPLE has been removed.]

3.3

clinical decision limit

examination (3.8) result that indicates a higher risk of adverse clinical outcomes, or is diagnostic for the
presence of a specifc disease

Note 1 to entry: Clinical decision limits for therapeutic drugs are called "therapeutic range".
Note 2 to entry: It is used to determine risk of disease, to diagnose or to treat.

3.4

commutability of a reference material

commutability

property of a reference material, demonstrated by the closeness of agreement between the relation
among the measurement results for a stated quantity in this material, obtained according to two given
measurement procedures and the relation obtained among the measurement results for other specified
materials

Note 1 to entry: The reference material in question is usually a calibrator and the other specified materials are
usually routine samples.

Note 2 to entry: It is typical that there are more than two measurement procedures available and comparison
among all applicable measurement procedures is desirable.

Note 3 to entry: Closeness of agreement of measurement results is defined in terms of fitness for purpose as
appropriate for the intended use of the reference material.

Note 4 to entry: A commutability statement is restricted to the measurement procedures as specified in a
particular comparison.

[SOURCE: ISO 17511:2020 3.10, modified — Note 2 to entry has been replaced by a new Note 2 to entry.]

3.5
competence
demonstrated ability to apply knowledge and skills to achieve intended results

[SOURCE: ISO/IEC 17021-1:2015, 3.7, modified — "demonstrated" added to the beginning of the
definition.]
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3.6

complaint

expression of dissatisfaction by any person or organization to a laboratory (3.20), relating to the
activities or results of that laboratory, where a response is expected

[SOURCE: ISO/IEC 17000:2020, 8.7, modified — The words “other than appeal” have been deleted, and
the words “a conformity assessment body or accreditation body, relating to the activities of that body”
have been replaced by “a laboratory, relating to the activities or results of that laboratory”.]

3.7
consultant
person who provides expert advice professionally

3.8

examination

set of operations having the objective of determining the numerical value, text value or characteristics
of a property

Note 1 to entry: An examination may be the total of a number of activities, observations or measurements
required to determine a value or characteristic.

Note 2 to entry: Laboratory examinations that determine a numerical value of a property are called "quantitative
examinations"; those that determine the characteristics of a property are called "qualitative examinations".

Note 3 to entry: Laboratory examinations are also called "assays" or "tests".

3.9

examination procedure

specifically described set of operations used in the performance of an examination (3.8) according to a
given method

Note 1 to entry: In the IVD medical device industry and in many laboratories that use IVD medical devices, an
examination procedure for an analyte in a biological sample is commonly referred to as an analytical method,
analytical procedure or test procedure.

[SOURCE: ISO 15198:2004, 3.7, modified — “set of operations described specifically” changed to
“specifically described set of operations”.]

3.10

external quality assessment

EQA

evaluation of participant performance against pre-established criteria by means of interlaboratory
comparisons

Note 1 to entry: Also known as proficiency testing (PT)

[SOURCE: ISO/IEC 17043:2010, 3.7 modified — The term “external quality assessment”, which was
given in Note 2 to entry, is used as the main term. Notes to entry 1 and 2 have been omitted and a new
Note 1 to entry added.]

3.11
impartiality
objectivity with regard to the outcome of tasks performed by the medical laboratory (3.20)

Note 1 to entry: Objectivity can be understood as freedom from bias or freedom from conflicts of interest.

Note 2 to entry: Other terms that are useful in conveying the element of impartiality include “independence”,

” o« ” o« ” o«

“lack of prejudice”, “neutrality”, “fairness”, “open-mindedness”, “even-handedness”, “detachment”, “balance”.

[SOURCE: ISO/IEC 17000:2020 5.3 modified — “outcome of a conformity assessment activity” has been
changed to “tasks performed by the medical laboratory”. Note 2 to entry has been added.]
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3.12

interlaboratory comparison

organization, performance and evaluation of measurements or examinations (3.8) on the same or similar
materials by two or more independent laboratories in accordance with pre-determined conditions

[SOURCE: ISO/IEC 17043:2010 3.4, modified — "tests" has been replaced by "examinations". "items" has
been replaced by "materials". "laboratories” has been replaced by "independent laboratories".]

3.13

internal quality control

IQC

quality control

QcC

internal procedure which monitors the testing process to verify the system is working correctly and
gives confidence that the results are reliable enough to be released

[SOURCE: ISO/TS 22583:2019 3.9, modified — “decide” has been replaced by “verify”. Note 1 to entry
has been removed. ]

3.14

in vitro diagnostic medical device

IVD medical device

device, whether used alone or in combination, intended by the manufacturer for the in vitro examination
of specimens derived from the human body solely or principally to provide information for diagnostic,
monitoring or compatibility purposes and including reagents, calibrators, control materials, specimen
receptacles, software, and related instruments or apparatus or other articles

[SOURCE: ISO 18113-1:2022, 3.1.33, modified — "medical” has been removed from the beginning of the
definition. "and including reagents, calibrators, control materials, specimen receptacles, software, and
related instruments or apparatus or other articles" has been added to the end of the definition. Notes 1
and 2 to entry have been removed.]

3.15
laboratory management
person(s) with responsibility for, and authority over a laboratory (3.20)

Note 1 to entry: Laboratory management has the power to delegate authority and provide resources within the
laboratory.

Note 2 to entry: The laboratory management includes the laboratory director(s) and delegates together with
individuals specifically assigned to ensure the quality of the activities of the laboratory.

3.16
laboratory user
individual or entity requesting services of the medical laboratory (3.20)

Note 1 to entry: Users can include patients, clinicians, and, other laboratories or institutions that send samples
for examination.

3.17

management system

set of interrelated or interacting elements of an organization to establish policies and objectives, and
processes to achieve those objectives

Note 1 to entry: This was formerly referred to and is synonymous with “quality management system”.
Note 2 to entry: The management system elements establish the organization’s structure, roles and
responsibilities, planning, operation, policies, practices, rules, beliefs, objectives, and processes to achieve those

objectives.

[SOURCE: ISO 9000:2015, 3.5.3 modified — Notes to entry 1, 3 and 4 have been removed and a new

Note 1 to entry has been added.] Documents
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3.18

measurement accuracy

accuracy of measurement

accuracy

closeness of agreement between a measured quantity value and a true quantity value of a measurand

Note 1 to entry: The concept ‘measurement accuracy’ is not a quantity and is not given a numerical quantity
value. A measurement is said to be more accurate when it offers a smaller measurement error.

Note 2 to entry: The term “measurement accuracy” should not be used for measurement trueness and the term
measurement precision should not be used for ‘measurement accuracy’, which, however, is related to both these
concepts.

Note 3 to entry: ‘Measurement accuracy’ is sometimes understood as closeness of agreement between measured
quantity values that are being attributed to the measurand.

[SOURCE: ISO/IEC Guide 99:2007, 2.13]

3.19

measurement uncertainty

MU

non-negative parameter characterizing the dispersion of the quantity values being attributed to a
measurand, based on the information used

Note 1 to entry: MU includes components arising from systematic effects, as in the case of corrections to the
assigned quantity values of measurement standards. Sometimes estimated systematic effects are not corrected
for, but instead, the associated MU components are incorporated.

Note 2 to entry: The parameter may be, for example, a standard deviation (SD) called standard MU (or a specified
multiple of it), or the half-width of an interval, having a stated coverage probability.

Note 3 to entry: MU comprises, in general, of many components. Some of these may be evaluated by Type A
evaluation of MU from the statistical distribution of the quantity values from series of measurements and can
be characterized by SD. The other components, which may be evaluated by Type B evaluation of MU, can also be
characterized by SD or evaluated from probability density functions based on experience or other information.

Note 4 to entry: In general, for a given set of information, it is understood that the MU is associated with a stated
quantity value attributed to the measurand. A modification of this value may result in a modification of the
associated uncertainty.

Note 5 to entry: All measurements have bias (3.1) and imprecision. For example, replicate measurements of a
sample performed under repeatability conditions generally produce different values for the same measurand.
Because the different values could all be reasonably attributed to the same amount of measurand, there is
uncertainty as to which value should be reported as the value of the measurand.

Note 6 to entry: Based on available data about the analytical performance of a given measurement procedure,
an estimation of MU provides an interval of values that is believed to include the actual value of the measurand,
with a stated level of confidence.

Note 7 to entry: Available data about the analytical performance of a given measurement procedure typically
comprise uncertainty of calibrator assigned values and long-term imprecision of IQC materials.

Note 8 to entry: In medical laboratories, most measurements are performed in singleton, and are taken to be an
acceptable estimate of the value of the measurand, while the MU interval indicates other results that are also
possible.

[SOURCE: ISO/IEC Guide 99:2007 2.26, modified — Notes to entry 5 to 8 have been added from
ISO/TS 20914:2019 3.26.]
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3.20

medical laboratory

laboratory

entity for the examination (3.8) of materials derived from the human body for the purpose of providing
information for the diagnosis, monitoring, management, prevention and treatment of disease, or
assessment of health

Note 1 to entry: The laboratory can also provide advice covering all aspects of examinations including appropriate
selection, the interpretation of results and advice on further examinations.

Note 2 to entry: Laboratory activities include pre-examination (3.24), examination (3.8) and post-examination
processes (3.23).

Note 3 to entry: Materials for examination (3.8) include but are not limited to, microbiological, immunological,
biochemical, immunohaematological, haematological, biophysical, cytological, tissue and cells, and genetic
material.

3.21
patient
person who is the source of material for an examination (3.8)

3.22

point-of-care testing

POCT

examination (3.8) performed near or at the site of a patient (3.21)

[SOURCE: ISO/TS 22583:2019, 3.11]

3.23

post-examination processes

processes following the examination (3.8) including review of results, formatting, releasing, reporting
and retention of examination results, retention and storage of clinical material, sample (3.28) and waste
disposal

3.24

pre-examination processes

processes that start, in chronological order, from the user’s request and include the examination (3.8)
request, preparation and identification of the patient (3.21), collection of the primary sample(s) (3.25),
transportation to and within the laboratory (3.20), ending when the examination (3.8) begins

3.25

primary sample

specimen

discrete portion of a body fluid or tissue or other sample associated with the human body taken for
examination (3.8), study or analysis of one or more quantities or characteristics to determine the
character of the whole

Note 1 to entry: The International Medical Device Regulators Forum (IMDRF) uses the term specimen in its
harmonized guidance documents to mean a sample of biological origin intended for examination by a medical
laboratory (3.20).

[SOURCE: ISO 18113-1:2022, 3.1.65, modified — Note 1 to entry has been modified. Note 2 to entry has
been deleted.]

3.26
quality indicator
measure of the degree to which a large number of characteristics of an object fulfils requirements

Note 1 to entry: Measure can be expressed, for example, as % yield (% within specified requirements), % defects
(% outside specified requirements), defects per million occasions (DPMO) or on the Six Sigma scale.
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Note 2 to entry: Quality indicators can measure how well an organization meets the needs and requirements of
users and the quality of all operational processes.

3.27
referral laboratory
external laboratory (3.20) to which a sample or data is submitted for examination (3.8)

Note 1 to entry: A referral laboratory is one to which laboratory management chooses to submit a sample or sub-
sample for examination, data for analysis or interpretation, or when routine examinations cannot be carried out.

Note 2 to entry: This differs from a laboratory to which submission of samples is required by regulation, or a so
called reference laboratory, e.g. public health, forensic, tumour registry, or a central (parent) facility to which
submission of samples is required by structure.

3.28
sample
one or more parts taken from a primary sample (3.25)

3.29

trueness

measurement trueness

closeness of agreement between the average of an infinite number of replicate measured quantity
values and a reference quantity value

Note 1 to entry: Measurement trueness is not a quantity and thus cannot be expressed numerically, but measures
for closeness of agreement are given in ISO 5725-1.

Note 2 to entry: Measurement trueness is inversely related to systematic measurement error, but is not related to
random measurement error.

Note 3 to entry: ‘Measurement accuracy” should not be used for ‘measurement trueness’.

Note 4 to entry: For qualitative examinations, trueness of measurement (closeness of agreement) can be
expressed in terms of concordance (i.e. percent agreement with a reference examination).

Note 5 to entry: Trueness is a property of the examination procedure (3.9) that reflects the bias (3.1) of the
measurements from the expected or target value. It is described qualitatively as good or bad. An examination
procedure (3.9) has good trueness if the bias (3.1) of the measurements is acceptable.

[SOURCE: ISO/IEC Guide 99:2007, 2.14, modified — Notes to entry 4 and 5 have been added.]

3.30

turnaround time

elapsed time between two specified points through pre-examination (3.24), examination (3.8), and post-
examination processes (3.23)

3.31

validation

confirmation of plausibility for a specific intended use or application through the provision of objective
evidence that specified requirements have been fulfilled

Note 1 to entry: Objective evidence can be obtained through observation, measurement, examination or by other
means.

Note 2 to entry: The word “validated” is used to designate the corresponding status.

Note 3 to entry: Specified requirements of an examination method may include the following performance
specifications: measurement trueness, measurement precision including measurement repeatability, and
measurement intermediate precision, analytical specificity, including interfering substances, detection limit and
quantitation limit, measuring interval, clinical relevance, diagnostic specificity and diagnostic sensitivity.

[SOURCE: ISO/IEC 17000:2020, 6.5, modified — Notes 1 to 3 to entry have been added.]

Documents

Document Sharing;—lub
© IS0 2022 - All rights reserved

Full document details: ISO 15189-2022


http://www.avadocuments.com/doc/iso-15189-2022
http://www.avadocuments.com/doc/iso-15189-2022

ISO 15189:2022(E)

3.32

verification

confirmation of truthfulness, through the provision of objective evidence that specified requirements
have been fulfilled

EXAMPLE1 Confirmation that performance specifications of a measuring system are achieved.
EXAMPLE 2  Confirmation that a target measurement uncertainty can be met.

Note 1 to entry: Verification is the process by which the laboratory confirms that the established performance
claims of a measuring system, e.g. trueness, precision, reportable range, can be replicated in the laboratory
before human sample examination is performed.

Note 2 to entry: The objective evidence needed for a verification can be the results of an inspection, or other
forms of determination, such as performing alternative calculations or reviewing documents.

Note 3 to entry: Verification may be sufficient to implement a new IVD device under circumstances where the
examination (3.8) is performed and used in the manner as directed in the package insert.

Note 4 to entry: The word “verified” is used to designate the corresponding status.

[SOURCE: ISO/IEC 17000:2020, 6.6 modified — EXAMPLES 1 and 2 have been added. Notes to entry 1 to
4 have been added.]

4 General requirements

4.1 Impartiality

a) Laboratory activities shall be undertaken impartially. The laboratory shall be structured and
managed to safeguard impartiality.

b) The laboratory management shall be committed to impartiality.

c¢) The laboratory shall be responsible for the impartiality of its laboratory activities and shall not
allow commercial, financial or other pressures to compromise impartiality.

d) Thelaboratory shall monitor its activities and its relationships to identify threats to its impartiality.
This monitoring shall include relationships of its personnel.

NOTE A relationship that threatens the impartiality of the laboratory can be based on ownership,
governance, management, personnel, shared resources, finances, contracts, marketing (including branding),
and payment of a sales commission or other inducement for the referral of new laboratory users, etc. Such
relationships do not necessarily present the laboratory with a threat to impartiality.

e) If a threat to impartiality is identified, the effect shall be eliminated or minimized so that the
impartiality is not compromised. The laboratory shall be able to demonstrate how it mitigates such
threat.

4.2 Confidentiality

4.2.1 Management of information

The laboratory shall be responsible, through legally enforceable agreements, for the management of all
patient information obtained or created during the performance of laboratory activities. Management
of patient information shall include privacy and confidentiality. The laboratory shall inform the user
and/or the patient in advance, of the information it intends to place in the public domain. Except for
information that the user and/or the patient makes publicly available, or when agreed between the
laboratory and the patient (e.g. for the purpose of responding to complaints), all other information is
considered proprietary information and shall be regarded as confidential.
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4.2.2 Release of information

When the laboratory is required by law or authorized by contractual arrangements to release
confidential information, the patient concerned shall be notified of the information released, unless
prohibited by law.

Information about the patient from a source other than the patient (e.g. complainant, regulator) shall
be kept confidential by the laboratory. The identity of the source shall be kept confidential by the
laboratory and shall not be shared with the patient, unless agreed by the source.

4.2.3 Personnel responsibility

Personnel, including any committee members, contractors, personnel of external bodies, or individuals
with access to laboratory information acting on the laboratory’s behalf, shall keep confidential all
information obtained or created during the performance of laboratory activities.

4.3 Requirements regarding patients

Laboratory management shall ensure that patients’ well-being, safety and rights are the primary
considerations. The laboratory shall establish and implement the following processes:

a) opportunities for patients and laboratory users to provide helpful information to aid the laboratory
in the selection of the examination methods, and the interpretation of the examination results;

b) provision of patients and users with publicly available information about the examination process,
including costs when applicable, and when to expect results;

c) periodic review of the examinations offered by the laboratory to ensure they are clinically
appropriate and necessary;

d) where appropriate, disclosure to patients, users and any other relevant persons, of incidents that
resulted or could have resulted in patient harm, and records of actions taken to mitigate those
harms;

e) treatment of patients, samples, or remains, with due care and respect;
f) obtaining informed consent when required;

g) ensuring the ongoing availability and integrity of retained patient samples and records in the event
of the closure, acquisition or merger of the laboratory;

h) making relevant information available to a patient and any other health service provider at the
request of the patient or the request of a healthcare provider acting on their behalf;

i) upholding the rights of patients to care that is free from discrimination.

5 Structural and governance requirements

5.1 Legal entity

The laboratory or the organization of which the laboratory is a part shall be an entity that can be held
legally responsible for its activities.

NOTE For the purposes of this document, a government laboratory is deemed to be a legal entity on the basis
of its government status.
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5.2 Laboratory director

5.2.1 Laboratory director competence

The laboratory shall be directed by a person, or persons however named, with the specified
qualifications, competence, delegated authority, responsibility, and resources to fulfil the requirements
of this document.

5.2.2 Laboratory director responsibilities

The laboratory director is responsible for the implementation of the management system, including the
application of risk management to all aspects of the laboratory operations so that risks to patient care
and opportunities to improve are systematically identified and addressed.

The duties and responsibilities of the laboratory director shall be documented.

5.2.3 Delegation of duties

The laboratory director may delegate either selected duties or responsibilities, or both, to qualified and
competent personnel and such delegation shall be documented. However, the laboratory director shall
maintain the ultimate responsibility for the overall operation of the laboratory.

5.3 Laboratory activities

5.3.1 General

The laboratory shall specify and document the range of laboratory activities, including laboratory
activities performed at sites other than the main location (e.g. POCT, sample collection) for which it
conforms with this document. The laboratory shall only claim conformity with this document for this
range of laboratory activities, which excludes externally provided laboratory activities on an ongoing
basis.

5.3.2 Conformance with requirements

Laboratory activities shall be carried out in such a way as to meet the requirements of this document,
the users, regulatory authorities and organizations providing recognition. This applies to the complete
range of specified and documented laboratory activities, regardless of where the service is provided.

5.3.3 Advisory activities

Laboratory management shall ensure that appropriate laboratory advice and interpretation are
available and meet the needs of patients and users.

The laboratory shall establish arrangements for communicating with laboratory users on the following
when applicable:

a) advising on choice and use of examinations, including required type of sample, clinical indications
and limitations of examination methods; and the frequency of requesting the examination;

b) providing professional judgments on the interpretation of the results of examinations;
c) promoting the effective utilization of laboratory examinations;

d) advising on scientific and logistical matters such as instances of failure of sample(s) to meet
acceptability criteria.
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5.4 Structure and authority

5.4.1 General
The laboratory shall:

a) define its organization and management structure, its place in any parent organization, and the
relationships between management, technical operations and support services;

b) specify the responsibility, authority, lines of communication and interrelationship of all personnel
who manage, perform or verify work affecting the results of laboratory activities;

c) specifyits procedures to the extent necessary to ensure the consistent application of its laboratory
activities and the validity of the results.

5.4.2 Quality management

The laboratory shall have personnel who, irrespective of other responsibilities, have the authority and
resources needed to carry out their duties, including:

a) implementation, maintenance and improvement of the management system;

b) identification of deviations from the management system or from the procedures for performing
laboratory activities;

c) initiation of actions to prevent or minimize such deviations;

d) reporting to laboratory management on the performance of the management system and any need
for improvement;

e) ensuring the effectiveness of laboratory activities.

NOTE These responsibilities can be assigned to one or more persons.

5.5 Objectives and policies
a) Laboratory management shall establish and maintain objectives and policies (see 8.2) to:
1) meetthe needs and requirements of its patients and users;
2) commit to good professional practice;
3) provide examinations that fulfil their intended use;
4) conform to this document.

b) Objectives shall be measurable, and consistent with policies. The laboratory shall ensure that the
objectives and policies are implemented at all levels of the laboratory organization.

c) Laboratory management shall ensure that the integrity of the management system is maintained
when changes to the management system are planned and implemented.

d) The laboratory shall establish quality indicators to evaluate performance throughout key aspects
of pre-examination, examination, and post-examination processes and monitor performance in
relation to objectives (see 8.8.2).

NOTE Types of quality indicators include the number of unacceptable samples relative to the number
received, the number of errors at either registration or sample receipt, or both, the number of corrected reports,
the rate of achievement of specified turnaround times.
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5.6 Risk management

a) Laboratory management shall establish, implement, and maintain processes for identifying risks of
harm to patients and opportunities for improved patient care associated with its examinations and
activities, and develop actions to address both risks and opportunities for improvement (see 8.5).

b) The laboratory director shall ensure that these processes are evaluated for effectiveness and
modified, when identified as being ineffective.

NOTE1 ISO 22367 provides details for managing risk in medical laboratories.

NOTE 2 IS0 35001 provides details for laboratory biorisk management.

6 Resource requirements

6.1 General

The laboratory shall have available the personnel, facilities, equipment, reagents, consumables and
support services necessary to manage and perform its activities.

6.2 Personnel

6.2.1 General

a) The laboratory shall have access to a sufficient number of competent persons to perform its
activities.

b) All personnel of the laboratory, either internal or external, that could influence the laboratory
activities shall act impartially, ethically, be competent and work in accordance with the laboratory’s
management system.

NOTE ISO/TS 22583 provides guidance for supervisors and operators of POCT equipment.

c) The laboratory shall communicate to laboratory personnel the importance of meeting the needs
and requirements of users as well as the requirements of this document.

d) Thelaboratory shall have a programme to introduce personnel to the organization, the department
or area in which the person will work, the terms and conditions of employment, staff facilities,
health and safety requirements, and occupational health services.

6.2.2 Competence requirements

a) Thelaboratory shall specify the competence requirements for each function influencing the results
of laboratory activities, including requirements for education, qualification, training, re-training,
technical knowledge, skills and experience.

b) The laboratory shall ensure all personnel have the competence to perform laboratory activities for
which they are responsible.

c) The laboratory shall have a process for managing competence of its personnel, that includes
requirements for frequency of competence assessment.

d) The laboratory shall have documented information demonstrating competence of its personnel.
NOTE Examples of competence assessment methods that can be used in any combination include:
— direct observation of an activity,

— monitoring the recording and reporting of examination results,
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— review of work records,
— assessment of problem-solving skills,

— examination of specially provided samples, e.g. previously examined samples, interlaboratory comparison
materials, or split samples.

6.2.3 Authorization

The laboratory shall authorize personnel to perform specific laboratory activities, including but not
limited to, the following:

a) selection, development, modification, validation and verification of methods;
b) review, release, and reporting of results;

c) use of laboratory information systems, in particular: accessing patient data and information,
entering patient data and examination results, changing patient data or examination results.

6.2.4 Continuing education and professional development

A continuing education programme shall be available to personnel who participate in managerial and
technical processes. All personnel shall participate in continuing education and regular professional
development, or other professional liaison activities.

The suitability of the programmes and activities shall be periodically reviewed.

6.2.5 Personnel records

The laboratory shall have procedures and retain records for:

a) determining the competence requirements specified in 6.2.2 a);
b) position descriptions;

c) training and re-training;

d) authorization of personnel;

e) monitoring competence of personnel.
6.3 Facilities and environmental conditions

6.3.1 General

The facilities and environmental conditions shall be suitable for the laboratory activities and shall not
adversely affect the validity of results, or the safety of patients, visitors, laboratory users, and personnel.
This shall include pre-examination related facilities and sites other than the main laboratory premises
where examinations are performed, as well as POCT.

The requirements for facilities and environmental conditions necessary for the performance of the
laboratory activities shall be specified, monitored, and recorded.

NOTE1 ISO 15190 provides details for facility and environmental conditions.
NOTE 2  Environmental conditions that can adversely affect the validity of results include, but are not limited

to: adventitious amplified nucleic acid, microbial contamination, dust, electromagnetic disturbances, radiation,
lighting conditions (illumination), humidity, electrical supply, temperature, sound and vibration.
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6.3.2 Facility controls
Facility controls shall be implemented, recorded, monitored, periodically reviewed, and shall include:

a) control of access, taking into consideration safety, confidentiality, quality, and safeguarding medical
information and patient samples;

b) prevention of contamination, interference, or adverse influences on laboratory activities that can
arise from energy sources, lighting, ventilation, noise, water and waste disposal;

c) prevention of cross-contamination, where examination procedures pose a risk, or where work can
be affected or influenced by lack of separation;

d) provision of safety facilities and devices, where applicable and regularly verifying their functioning;

EXAMPLES The operation of emergency release, intercom and alarm systems for cold rooms and walk-in
freezers, accessibility of emergency showers, eyewash and resuscitation equipment.

e) maintenance of laboratory facilities in a functional and reliable condition.

6.3.3 Storage facilities

a) Storage space, with conditions that ensure the continuing integrity of samples, equipment, reagents,
consumables, documents and records, shall be provided.

b) Patient samples and materials used in examination processes shall be stored in a manner that
prevents cross contamination and deterioration.

c) Storage and disposal facilities for hazardous materials and biological waste shall be appropriate to
the classification of the materials in the context of any statutory or regulatory requirements.

6.3.4 Personnel facilities

There shall be adequate access to toilet facilities and a supply of drinking water, as well as facilities for
storage of personal protective equipment and clothing.

Space for personnel activities, such as meetings, quiet study and a rest area, should be provided.

6.3.5 Sample collection facilities
Sample collection facilities shall:

a) enable collection to be undertaken in a manner that does not invalidate results or adversely affect
the quality of examinations;

b) consider privacy, comfort and needs (e.g. disabled access, toilet facility) of patients and
accommodation of accompanying persons (e.g. guardian or interpreter) during collection;

c) provide separate patient reception and collection areas;
d) maintain first aid materials for both patients and personnel.

NOTE ISO 20658 provides details for sample collection facilities.
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