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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International
Standards adopted by the technical committees are circulated to the member bodies for voting.
Publication as an International Standard requires approval by at least 75 % of the member bodies
casting a vote.

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.

ISO 15189 was prepared by Technical Committee ISO/TC 222, Clinical laboratory testing and in vitro
diagnostic test systems.

This seeemdthird edition cancels and replaces the fﬂeﬁeYor@ edition (ISO 15189 268632007), which has
been technically revised+ :

A correlation between the second and thir &? national Standard is provided as
Annex B. The third edition continues the ali ab@ Qi'fb‘ O/IEC 17025:2005.

iv © ISO 2014 - All rights reserved
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Introduction

This International Standard, based upon ISO/IEC 17025 and ISO 9001, pru'ndts- requirements
for competence and quality that are particular to medical laboratoriesd. It is acknowledged that a
country could have its own specific regulations or requirements applicable to some or all its professional
personnel and their activities and responsibilities in this domain.

Medical laboratory services are essential to patient care and therefore have to be available to meet the
needs of all patients and the clinical personnel responsible for the care of those patients. Such services
include arrangements for reqm* patient preparation, patient identification,
collection of samples, transportation, storage, processing and examination of clinical samples, together

with subsequent vatidatiom-interpretation, reporting and advice, in addition to the considerations of
safety and ethics in medical laboratory work.

Whenever allowed by national_ it is
desirable that medical laboratory services include the examination of patients in consultation cases,
and that those services actively participate in the prevention of disease in addition to diagnosis and
patient management. Each laboratory also te=provide suitable educational and scientific

opportunities for professional staff working with it. é
roughout ths‘:@ﬁrrently '
rking in othef”services and disciplines

could\ﬁso@ind it useful and appropriate. In
h petence édical laboratories will be able to use
eir\@e jvities. lﬁa %sfsoratory seeks accreditation, it should

While this International Standard is intended for u
disciplines of medical laboratory services, thos

addition, bodies engaged in the recognition
this International Standard as the basis fo
select an accrediting body which oper@%’

and which takes 1nt %géb e %%g\l%qulrements of medical laboratories.

this International Standard
¢ AV c U HI

ofISO09001 - HaisshrterrationmaSearaarass

The correlation between the clauses and subclauses of this edition of ISO 15189 and those
of IS0 9001:26662008 and of ISO/IEC 17025:2005 is detailed in Annex A of this International Standard.

5.2.2,5.2.6,5.3,5.4;5.5.1.4 5.

1.t langoges, these aboratores cn b desnate by he esuvalent f the Engih term i
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Medical laboratories — Requirements for quality and
competence

1 Scope
Eiriant o -Gharretarrd ” : ; y , o] rend

2 Normative references ?,é g&

The following referenced docu %ts\r 1n for the application of this document. For dated
references, only the edition, d applies. For ed references, the latest edition of the referenced
document (including any améhdments) appk@%

srernomofrofen W
ISO/IEC +#625-2665
GGG teTiCS

3 Terms and definitions

For the purposes of this document, the terms and definitions _

apply.

accredltatlon

procedure by which an authoritative body gives formal recognition that abedy-erpersenan organization

is competent to carry out specific tasks

© ISO 2014 - All rights reserved 1
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3.2

reasaTaTa

[SOURCE: ¥M=1993;defimition3-5|

33
biological reference interval

reference interval é ol
interval of the distribution of _
, | ;Q » O

&

e more appropriate in particular, ses.-ﬁee{-l-}]-mﬁgﬂﬁthr

,

00 D
Note 2 to entry: Wmn&w&&m&%mﬂm
F as the central 95 % i&d al. ther ﬁze&r a@asymmetrical location of the reference interva
cou i t "
X%

N
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3437

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

Note 1 to entry: In some disciplines (e.g. microbiology) an examination is the total activity of a number of tests,
observations or measurements.

[SOURCE: [SO/IECH70432010/defiton 3
A
: . >
3639 &Fa S

laboratory director

eompetent-person(s) with responsibility fo@ldu@?ﬁhorlty ogég\,@ﬁaboratory
=> N°
Note 1 to entry For the purposes of this I at &al Stgpg t.b% person or persons referred to are designated

collectively as #laboratory director®.

N
o S
@
Note 2 to entry: National, reglonalqn lqél reguist? ?@Q rga“‘y apply with regard to qualifications and training.

37310 $ s

Q
{“q{

laboratory management
person(s) who hmanage the agé\(,gb{%s of a laboratory+readedby-ataboratory-director

- Qi
V\&

36
measurement

[SOURCE: ¥i=3993;defimitionrz:t|

39

medical laboratory

clinical laboratory

laboratory for the biological, microbiological, immunological, chemical, immunohaematological,
haematological, biophysical, cytological, pathologicalﬂ or other examination of materials
derived from the human body for the purpose of providing information for the diagnosis,

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 including the
interpretation of results and advice on further appropriate investigation

Note 1 to entry: These examinations also include procedures for determlnlng, measurlng or otherwise describing
the presence or absence of varlous substances or

© ISO 2014 - All rights reserved 3
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[SOURCE: [S0/22870:2006 e itio 3]
410314

post-examination proeed-u-res_
postanalytical phase

processes following the examination including i e i i fory

I
pre-examination preceduresprocesses

$
> &
preanalytical phase . °
i i er, %ong@‘h Hriet request and
frretuding the examination sttt , prgﬁa(e‘?iq&° of the patient,

collection of the primary sample., and 1{&{ ation?oeﬁti,W}/ithin the laboratory, and endm-g-
when the analytical examination 0\\% ‘b@\ q’b?’

NN ¥
342 -@Q’ ve
primary sample W &
specimen &6% ‘é&
S\

Note 3 to entry: In some countries, the term “specimen” is used instead of primary sample (or a subsample of it),
whichisthe sample prepared for sending to, or asreceived by, the laboratory and which is intended for examination.

[SOURCE: ¥i=3993;defimitionrtt]
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quality management system
management system to direct and control an organizatiﬁn with regard to quality

q%
[ ’ ] (\‘b

Q
Note 1 to entry: Fe SO St=eri GereiTa

referred to in this definition relates to frrattetrs-ofb

referral laboratory

external laboratory to which a sample is submitted for a-suppterrentary-or-confirmatory-examimation

© ISO 2014 - All rights reserved 5
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3:463.24

sample
one or more parts taken from a systenrand-intended-to-provide-infornratiomromrtire-systen-oftenrto

EXAMPLE A volume of serum taken from a larger volume of serum.

8473.25
traccability furnaround time
property-of-tireresuitofamreasurementor-tircvalueof-astandard-whereby-ttcarberefated-tostated

[SOURCE: ¥i=1993;definitionr6-16]
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