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Foreword

This document (prEN ISO 15189:2011) 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 document is currently submitted to the parallel Enquiry.

This document will supersede EN ISO 15189:2007.

Endorsement notice

The text of ISO/DIS 15189:2011 has been approved by CEN as a prEN ISO 15189:2011 without any
modification.
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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 ISO/TC 212, Clinical laboratory 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 seto SO 15189:2007). A correlation between the

second and third editions of this Standard is 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.

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 for use throughout the currently recognised disciplines of medical
laboratory services, those working in other sefvices and disciplines such as clinical physiology, medical

ements of ISO 15189:2007 means the laboratory meets both the
€ management system requirements that are necessary for it to
s. 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 /\w

1.1 This International Standard specifies the requirements for“q/al—im\ ompetence in medical

laboratories. ) |

1.2 This International Standard is for use by medical laboratories.in developing their quality management
systems and assessing their own competence. Laboratory cystomers, regulating authorities, and accreditation
bodies may also use it for confirming or recognizing the competence @f}medic | laboratories.

| |

This International Standard is not intended to be used as the basis for\«xc\er ification of laboratories.

1.3 International, national, or regional regulations or requirements may apply 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

aboratory-diefi}ned acceptance criteria, and in which results that fall within the defined criteria are automatically
included in patient 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 a probability a o

the probability of falsely
ely claiming its presence

NOTE1 IUPAC recommends default values for a and 8 equal to 0.05.

NOTE 2  The abbreviation LOD is sometimes used and i
NOTE 3 The term ‘analytical sensitivity’ " is sometimes u 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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