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T cument (EN ISO 15189:2007) has been prepared by Technical Committee ISO/TC 212
" ml 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
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Standard shall be given the status of a national standard, either by publication of
Xtor by endorsement, at the latest by October 2007, and conflicting national
pe withdrawn at the latest by October 2007.

This document suPersedes EN ISO 15189:2003.
According to the C NELEC Internal Regulations, the national standards organizations of
the following countrie ound to implement this European Standard: Austria, Belgium,
Bulgaria, Cyprus, Czech lic, Denmark, Estonia, Finland, France, Germany, Greece,

Hungary, Iceland, Ireland, {faly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Romania, kia, Slovenia, Spain, Sweden, Switzerland and United

Kingdom.
:En orsement notice

The text of ISO 15189:2007 has been agpﬁ/ed by CEN as EN ISO 15189:2007 without any
modifications.
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Iﬁ%uction

This @ational Standard, based upon ISO/IEC 17025 and ISO 9001, provides requirements for
competefice and quality that are particular to medical laboratories?). It is acknowledged that a country could
have its ow@xific regulations or requirements applicable to some or all its professional personnel and their
activities an Oonsibilities in this domain.

Medical Iaboratogas
of all patients an
arrangements for r.

storage, processing a
reporting and advice, in

ices are essential to patient care and therefore have to be available to meet the needs

clinical personnel responsible for the care of those patients. Such services include
jsition, patient preparation, patient identification, collection of samples, transportation,
amination of clinical samples, together with subsequent validation, interpretation,
ition to the considerations of safety and ethics in medical laboratory work.

Whenever allowed by nati@ regulations, it is desirable that medical laboratory services include the
examination of patients in co tion cases, and that those services actively participate in the prevention of
disease in addition to diagnosis apd patient management. Each laboratory ought also to provide suitable
educational and scientific opportt%s for professional staff working with it.

While this International Standard is in d for use throughout the currently recognised disciplines of medical
laboratory services, those working in 0 services and disciplines could also find it useful and appropriate. In
addition, bodies engaged in the recognitio the competence of medical laboratories will be able to use this
International Standard as the basis for ivities. If a laboratory seeks accreditation, it should select an
accrediting body which operates to appro;ﬁ international standards and which takes into account the
particular requirements of medical Iaboratories@

L 2

Demonstrated conformity to this International Stang{ does not imply conformity of the quality management
system within which the laboratory operates to all th irements of ISO 9001. This International Standard is
not intended to be used for the purposes of certificatio é

ISO 9001:2000 and of ISO/IEC 17025:2005 is detailed in A k@ A of this International Standard.

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

The correlation between the clauses and subclauses of ti second edition of ISO 15189 and those of

© 1SO 2007 — All rights reserved \"



EVS-EN ISO 15189:2008

N%al laboratories — Particular requirements for quality and

co d§tence
04
OO

11 This InternaQ tandard specifies requirements for quality and competence particular to medical
laboratories.

1 Scope

1.2 This International rd is for use by medical laboratories in developing their quality management
systems and assessing their Yown competence, and for use by accreditation bodies in confirming or
recognising the competence ?&ﬁcal laboratories.

*

()
2 Normative references

references, only the edition cited appli or undated references, the latest edition of the referenced
document (including any amendments) ap )t‘

ISO 31 (all parts), Quantities and units ®:

The following referenced documents gre i5dispensable for the application of this document. For dated

4

ISO 9000:2005, Quality management systems — F@nentals and vocabulary
ISO 9001:2000, Quality management systems — Requ@nts

ISO/IEC Guide 43-1, Proficiency testing by interlaboratory c arisons — Part 1: Development and operation
of proficiency testing schemes

ISO/IEC 17025:2005, General requirements for the competence 09ting and calibration laboratories

For the purposes of this document, the following terms and definitions appl/®

3.1 O/
accreditation

procedure by which an authoritative body gives formal recognition that a body or pén is competent to carry
out specific tasks

3 Terms and definitions

3.2

accuracy of measurement
closeness of the agreement between the result of a measurement and a true value of the meagurand

[VIM:1993, definition 3.5] 0
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