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Foreword

(ISO member bodies). The work of preparing International Standards is normally cal
technical committees. Each member body interested in a subject for which a technical
established has the right to be represented on that committee. International organizations, gove
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely
International Electrotechnical Commission (IEC) on all matters of electrotechnica fa

International Standards are drafted in accordance with the rules given in the |

Attention is drawn to the possibility that some of the elements of thi
rights. ISO shall not be held responsible for identifying any or all\such patent

ISO 15189 was prepared by Technical Committee ISQ/TC 212, Clinical \[aboratory testing and in vitro
diagnostic test systems, Subcommittee SC ,

irst/second/. edition (), [clause(s) / subclause(s) /
technically:revised.

This second/third/... edition cancels and replaces, the
table(s) / figure(s) / annex(es)] of which [has / have]

This third edition cancels and replaces the” seco S0©15189:2007). A correlation between the

second and third editions of this Standardis provided as Anne

The third edition continues the alignment blished.with the drafting of the second edition with the second
edition of ISO/IEC 17025. X

iv © ISO 2010 — All rights reserved
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Introduction

This International Standard, based upon ISO/IEC 17025 and [SO 9001,
competence and quality that are particular to medical laboratories?). It is ackno
have its own specific regulations or requirements applicable to some or all its prof
activities and responsibilities in this domain.

provides requir nts for
ed that a country could
anel and their

of all patients and the clinical personnel responsible for the care of/t ents. Such services include
arrangements for examination request, patient preparation, patien collection of samples,
transportation, storage, processing and examination of clinical samples subsequent validation,
interpretation, reporting and advice, in addition to the considerations of safe sthics in medical laboratory
work.

and that those services actively
t management. Each laboratory

While this International Standard is intended foruse throughout thecurrently recognised disciplines of medical
laboratory services, those working in other<sefrvices and disciplines such as clinical physiology, medical

e, Mmanagement system requirements that are necessary for it to
sh.'The management system requirements in ISO 15189 (Section 4)
edical laboratories operations and meet the principles of 1ISO

consistently deliver technically va
are written in a language relevant
9001:2008 Quality management syste

The correlation between S—and subclauses of this third edition of ISO 15189 and those of
ISO 9001:2008 and of ISO 025:2005 is detailed in Annex A of this International Standard.
Environmental issues associated with medical laboratory activity are generally addressed throughout this
Standard, with sific references in Sections 5.2.6, 5.3, 5.4 and 5.7.

1) In other languages, these laboratories can be designated by the equivalent of the English term “clinical laboratories.”

© 1SO 2010 — All rights reserved \Y
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Medical laboratories — Particular requirements f ity’and
competence
1 Scope

1.1 This International Standard specifies the requirements for \qg
laboratories.

1.2  This International Standard is for use by medical Iab;?ﬁm\in developing their quality management
m

ompetence in medical

systems and assessing their own competence. Laboratory ¢ ers, \regulating authorities, and accreditation
bodies may also use it for confirming or recognizing the competence of|medical laboratories.
[ |

This International Standard is not intended to be used as the basis for\certifigation of laboratories.

1.3 International, national, or regional regulations;or requirements mayapply to specific topics covered in

this International Standard and shall be followed-when applicable.

2 Normative references

The following referenced documents are” indispensable, for the application of this document. For dated
references, only the edition cited applies. For undated/references, the latest edition of the referenced

ich patient examination results are sent to the laboratory information system and compared with
ned acceptance criteria, and in which results that fall within the defined criteria are automatically
ient report formats without any additional intervention

© 1SO 2010 — All rights reserved 1
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3.3

biological reference interval

reference interval

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

EXAMPLE The central 95% biological reference interval for sodium ion concentration values in serum fr
population of healthy male and female adults is 135 mmol/l to 145 mmol/l.

NOTE1 A reference interval is commonly defined as the central 95 % interval. Another s
location of the reference interval could be more appropriate in particular cases.

an asymmetrical

NOTE 2 A reference interval can depend upon the type of primary samples and the examination procedure used.

NOTE 3 In some cases, only one biological reference limit is important, for exam
corresponding biological reference interval would be less than or equal to “x”.

imit, “x”,”so that the

NOTE4 Terms such as “normal range”, “normal values”, and “clinical range” joys and therefore

discouraged.

34

detection limit
limit of detection
measured quantity value, obtained by a given measurement“procedure, fo
claiming the absence of a component in a material is 8, given & probability a o

the probability of falsely
ely claiming its presence

NOTE1 IUPAC recommends default values for a and B equal to 0.05.

NOTE 2  The abbreviation LOD is sometimes used and’i
NOTE 3 The term ‘analytical sensitivity’ ” is sometimes.i nean.detection limit, but such usage is now discouraged
[ISO/IEC Guide 99:2007, definition 4.18]
35

competence

demonstrated ability to apply knowledge

NOTE The concept of competence is defined
be more specific in other ISO documents.

generic sense in this International Standard. The word usage can

[ISO 9000:2005, definition 3.1.6

3.6
examination

set of operations having the object of determining the value or characteristics of a property

NOTE 1 In some disei
or measurements.

es\(e.g., microbiology) an examination is the total activity of a number of tests, observations

NOTE 2  Laborator aminations that determine the value of a property are called quantitative examinations; those

NOTE 1 Forthe’purposes of this International Standard, the person or persons referred to are designated
collectively as laboratory director.

2 © 1SO 2010 — All rights reserved
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NOTE 2  National, regional and local regulations may apply with regard to qualifications and training

3.8
laboratory management
person(s) who direct and manage the activities of a laboratory

NOTE The term ‘laboratory management’ is synonymous with the term ‘top management’ in ISO 9000:200
3.9
measurand

quantity intended to be measured

NOTE 1  The specification of a measurand in laboratory medicine requires k
concentration), a description of the matrix carrying the quantity (e.g., blood
(e.g., the analyte).

designates the measurand
NOTE 2  The measurand can be a biological activity.

NOTE 3  In chemistry, “analyte”, or the name of a substan¢e or compound, ms sometimes used for “measurand”.

This usage is erroneous because these terms do not referto,quantities.
[ISO/IEC Guide 99:2007, definition 2.3]

3.10

measurement
process of experimentally obtaining. one
quantity

quantitysvalues that can reasonably be attributed to a

NOTE1 Measurement implies eompayison of quantities Or counting of entities.

NOTE 2 Measurement presupposes
measurement result, of a measure
specified measurement.

on “of the quantity commensurate with the intended use of the
eddre; and of a calibrated measuring system operating according to the
NOTE 3  The operations can be performec-a

[ISO/IEC Guide 99:2007, definition 2.1]

3.11
measurement accuracy
accuracy of measurement
accuracy

NOTE 1
measure

easurement accuracy’ is sometimes understood as closeness of agreement between measured quantity
being attributed to the measurand

O/IEC Guige/99:2007, definition 2.13]

© 1SO 2010 — All rights reserved 3
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3.12

measurement precision

precision

closeness of agreement between indications or measured quantity values obtained
measurements on the same or similar objects under specified

NOTE1 Measurement precision is usually expressed numerically by measures of imprecision, such as standayd
deviation, variance, or coefficient of variation under the specified conditions of measurement.

NOTE 2  The specified conditions can be, for example, repeatability conditions of measurement, |i iate precision
conditions of measurement, or reproducibility conditions of measurement (see ISO 5725-5 [78]).
NOTE 3  Measurement precision is used to define measurement repeatability, intermedi e ision and
measurement reproducibility.

NOTE 4  Replicate measurements means measurements that are obtained in a manne
measurement on the same or similar sample.

enced by a previous

[ISO/IEC Guide 99:2007, definition 2.15]

3.13

measurement trueness
trueness of measurement
trueness

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

NOTE 1 Measurement trueness is not a quantity and'ca
agreement are given in ISO 5725-3.

ot be expressed numerically, but measures for closeness of

NOTE 2 Measurement trueness is inversely-related neasurement error (measurement bias or bias is an
estimate of systematic measurement error), but is notrelated<to rando fLerror measurement.

NOTE 3  The term “measurement trueness” Id not be«tised for “measurement accuracy” and vice versa.

[ISO/IEC Guide 99:2007, definition 2.1

3.14

measurement uncertainty
uncertainty of measurement
non-negative parameter charac g-the_dispersion of the quantity values being attributed to a measurand,
based on the information used

uncertainty. Someti stimated systernatic effects are not corrected for but instead associated measurement
uncertainty compong incorporated.

measurand is called “definitional uncertainty” in ISO/IEC Guide 99:2007, 2.27. In the GUM and in IEC 60359(83], the
concept is called intrinsic uncertainty.

4 © 1SO 2010 — All rights reserved
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NOTES5  Measurement uncertainty comprises, in general, many components. Some of these can be evaluated by Type
A evaluation of measurement uncertainty from the statistical distribution of the quantity values from series of
measurements and can be characterized by standard deviations. The other components, which can he evaluated by Type
B evaluation of measurement uncertainty, can also be characterized by standard deviations, eva ed from probability
density functions based on experience or other information (see ISO/IEC Guide 99:2007, 2.26, Note 3

NOTE 6  The statement of a measurement uncertainty, of the components of that measurement uncertain
their calculation and combination is called an uncertainty budget. An uncertainty budget typically ing
ariances,
ment uncertainty, and any

type of applied probability density functions, degrees of freedom, type of evaluation of me
coverage factor (see ISO/IEC Guide 99:2007, 2.33).

ement uncertai s associated with
a modificatioh of the associated

NOTE 7  In general, for a given set of information, it is understood that the mea
a stated quantity value attributed to the measurand. A modification of this value
uncertainty.

[ISO/IEC Guide 99:2007, definition 2.26]

3.15

medical laboratory
clinical laboratory
laboratory for the biological, microbiological, immunological; che
biophysical, cytological, pathological, genetic or other examination of
for the purpose of providing information for the diagnosis, managementy prevention and treatment of disease
in, or assessment of the health of, human beings;~and which may :provide a consultant advisory service
covering all aspects of laboratory investigation-ineluding the interpretation of results and advice on further
appropriate investigation

ohaematological, haematological,
Is derived from the human body

NOTE These examinations also include procgdures fordetermining, measuring or otherwise describing the presence

ities“which only collect or prepare samples, or act as a mailing

3.16
metrological comparability of me
comparability of measurement results, for/Auantities of a given kind, that are metrologically traceable to the
same reference

NOTE 1 For this definitio

© 1SO 2010 — All rights reserved 5
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NOTE 3  Specification of the stated reference must include the time at which this reference was used in establishing the
calibration hierarchy, along with any other relevant metrological information about the reference, such as when the first
calibration in the calibration hierarchy was performed.

NOTE4  For measurements with more than one input quantity in the measurement model, each of the quan
should itself be metrologically traceable and the calibration hierarchy involved can form a branched structure .
The effort involved in establishing metrological traceability for each input quantity should be commensurate with its relativ

contribution to the measurement result.

NOTES5 A comparison between two measurement standards can be viewed as a calibration if the.comparison is used
to check and, if necessary, correct the quantity value and measurement uncertainty attributed to one of th :
standards.

concepts, such as sample traceability or document traceability or instrument traceability 6r materi aceability, where the
history (trace) of an item is meant. Therefore, the full term of metrological traceability is preferred if there is any chance of
confusion.

[ISO/IEC Guide 99:2007, definition 2.41]

3.18
nonconformity
nonfulfillment of a requirement. Other terms frequently used jinclude: accid
incident, and occurrence.

erse event, error, event,

[ISO 9000:2005, definition 3.6.2].

3.19
post-examination processes
postanalytical phase

3.20

pre-examination processes
preanalytical phase

the clinician’s request and include the examination request,
ection of the primary sample(s), and transportation to and
examination begins

preparation and identification of the patient;
within the laboratory, and ending when thesanal

3.21
primary sample
specimen

discrete portion of a body fluid or tis
properties

e taken for examination, study or analysis of one or more quantities or
the character of the whole

[ISO 9000:2005, definition 3.4.5]

6 © 1SO 2010 — All rights reserved
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3.23
process
set of interrelated or interacting activities which transform inputs into outputs

NOTE Inputs to a process are generally outputs of other processes.
[ISO 9000:2005, definition 3.4.1]
3.24

quality
degree to which a set of inherent characteristics fulfils requirements

NOTE1  The term “quality” can be used with adjectives such as poor, good

NOTE 2  “Inherent”, as opposed to “assigned”, means existing in something, e rmanent characteristic.

P
[ISO 9000:2005, definition 3.1.1]
3.25

quality indicator

a measure of the degree to which a set of inherent characteristics ful irements

NOTE 1 Measure can be expressed, for example, as%-yield\(% within spegified,requirements), % defects (% outside
specified requirements), Defects per million occasions (DPMO)or on the Six-Sigma scale.

NOTE 2  Quality indicators can measure how well’an drganisation meets-the needs and requirements of users and the
quality of all operational processes

EXAMPLE If the requirement is to, receive v
contaminated urine samples received a$a %o all urine
measure of the quality of the process:

ples’received (the inherent characteristic of the process) is a

3.26

guality management system
management system to direct an n<organisation with regard to quality
NOTE The term "quality manageme
the provision and management of resources
evaluation and continual improvement .

stem" referred to in this definition relates to general management activities,
e, pre examination, examination and post examination processes and

[ISO 9000:2005, definiti

3.27
guality policy
overall intentj

NOTE 2  Quality objectives are generally specified for relevant functions and levels in the organisation

© 1SO 2010 — All rights reserved 7
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