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Foreword

This document (EN ISO 22870:2006) 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 European Standard shall be given the status of a national standard, either by publication of
an identical text or by endorsement, at the latest by August 2006, and conflicting national
standards shall be withdrawn at the latest by August 2006.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of
the following countries are bound to implement this European Standard: Austria, Belgium,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.

Endorsement notice

The text of ISO 22870:2006 has been approved by CEN as EN I1SO 22870:2006 without any
modifications.



INTERNATIONAL ISO
STANDARD 22870

First edition
2006-02-01

Point-of-care testing (POCT) —
Requirements for quality and competence

Analyses de biologie délocalisées (ADBD) — Exigences concernant la
qualité et la compétence

e Reference number
= — 1ISO 22870:2006(E)

© ISO 2006



ISO 22870:2006(E)

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

© 1S0O 2006

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +412274901 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © ISO 2006 — All rights reserved



ISO 22870:2006(E)

Contents Page
] T o o iv
L o T T T oY o \'
1 1T o o - PSSR 1
2 NOIrmative refereNCes ... —————— 1
3 Terms and definitions ... ———————————— 1
4 Management reqUIrEMENES ..........ccccccccccrrrrssrsrsrr s s n e s s 1
5 Technical reqUIreMENtS ..........cooeiiiiiiiiceie s cees s s s errr e e rreesrsrrrrrrrrsererernsesnsssmsmsmsmsmsmsmsmsmsmsmssennnnnnnnnnnns 6
= T 0] [ oo T =1 ] 5 )2 1

© SO 2006 — Al rights reserved iii



ISO 22870:2006(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.

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 22870 was prepared by Technical Committee ISO/TC TC 212, Clinical laboratory testing and in vitro
diagnostic test systems.
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Introduction

Traditional examinations of a patient's body fluids, excreta and tissues are carried out generally in the
controlled and regulated environment of a recognized medical laboratory. The introduction of quality
management systems and accreditation of these laboratories are gaining increasing interest.

Advances in technology have resulted in compact, easy-to-use in vitro diagnostic (IVD) medical devices that
make it possible to carry out some examinations at, or close to, the location of the patient. Point-of-care/near-
patient testing may benefit the patient as well as healthcare facilities.

Risk to the patient and to the facility can be managed by a well-designed, fully implemented quality
management system that facilitates:

— evaluation of new or alternative POCT instruments and systems,

— evaluation and approval of end-user proposals and protocols,

— purchase and installation of equipment,

— maintenance of consumable supplies and reagents,

— training, certification and recertification of POCT system operators,

— quality control and quality assurance.

Bodies that recognisg the.competence;of ROCT, facilities ' may use this_International Standard as the basis for

their activities. If a healthcare facility; seeks accreditation-forjapart or all of its activities, it should select an
accreditation body that operates in a manner which takes into account the special requirements of POCT.

© 1SO 2006 — All rights reserved Vv
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INTERNATIONAL STANDARD ISO 22870:2006(E)

Point-of-care testing (POCT) — Requirements for quality and
competence

1 Scope

This International Standard gives specific requirements applicable to point-of-care testing and is intended to
be used in conjunction with ISO 15189. The requirements of this International Standard apply when POCT is
carried out in hospital, clinic and by a healthcare organization providing ambulatory care. This International
Standard can be applied to transcutaneous measurements, the analysis of expired air, and in vivo monitoring
of physiological parameters.

Patient self-testing in a home or community setting is excluded, but elements of this International Standard
can be applicable.

NOTE Local, regional, and national regulations are to be taken into consideration.

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
document (including,any amendments) applies.

ISO 15189:2003, Medical laboratories — Particular requirements for quality and competence

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.
31

point-of-care testing

POCT

near-patient testing

testing that is performed near or at the site of a patient with the result leading to possible change in the care of
the patient

4 Management requirements

4.1 Organization and management

411 1SO 15189:2003, 4.1.1, and the following apply.

The management of laboratory services shall plan and develop the processes needed for POCT.
The following shall be considered, as appropriate:

a) quality objectives and requirements for POCT;

© I1SO 2006 — All rights reserved 1
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