NZS/1SO 15189:2007

Medical Laboratories -
Particular Requirements for Quality
and Competence

(A New Zealand adoption of ISO 15189:2007)

This is a preview. Click here to purchase the full publication.



https://www.hsenode.com/SNZ/118757841/NZS-ISO-15189?src=spdf

NZS/ISO 15189:2007

COMMITTEE REPRESENTATION

Committee P 15189, Medical laboratories — Quality and competence was
responsible for the adoption of this International Standard. The P 15189
Committee was established by the Standards Council under the Standards
Act 1988.

The committee consisted of representatives of the following:

Nominating Organisations

Canterbury District Health Board

National Cervical Screening Programme, Ministry of Health
New Zealand Blood Service

Southern Community Laboratories

Waitemata District Health Board

ACKNOWLEDGEMENT

Standards New Zealand gratefully acknowledges the contribution of time and
expertise from all those involved in developing this Standard.

COPYRIGHT

The copyright of this document is the property of the Standards Council. No
part of the text may be reproduced by photocopying or by any other means
without the prior written approval of the Chief Executive Officer of Standards
New Zealand unless the circumstances are covered by Part I1l of the Copyright

Act 1994.

Standards New Zealand will vigorously defend the copyright in this Standard.
Every person who breaches Standards New Zealand’s copyright may be liable
to a fine not exceeding $50,000 or to imprisonment for a term not to exceed
three months. If there has been a flagrant breach of copyright, Standards
New Zealand may also seek additional damages from the infringing party, in
addition to obtaining injunctive relief and an account of profits.

Published by Standards New Zealand, the trading arm of the Standards
Council, Private Bag 2439, Wellington 6140. Telephone; (04) 498 5990,
Fax; (04) 498 5994, Website: www.standards.co.nz.

AMENDMENTS

No.| Date of issue | Description Entered by,
and date

This is a preview. Click here to purchase the full publication.



https://www.hsenode.com/SNZ/118757841/NZS-ISO-15189?src=spdf

NZS/ISO 15189:2007

New Zealand/ISO Standard

Medical laboratories —
Particular requirements for quality
and competence

(A New Zealand adoption of ISO 15189:2007)

This is a preview. Click here to purchase the full publication.



https://www.hsenode.com/SNZ/118757841/NZS-ISO-15189?src=spdf

NOTES

This is a preview. Click here to purchase the full publication.



https://www.hsenode.com/SNZ/118757841/NZS-ISO-15189?src=spdf

NZS/ISO 15189:2007

CONTENTS Page
Committee RePreSEeNatioN.........cii i e IFC
ACKNOWIBAGEMENT ... s e e e e e e e e s e e e e e e e e eanee IFC
(7] )77 1T o] SRS IFC
0] =110 o [ PRSP 4
Lo (geTe [0 e 1 o] o H PP PP UUOUPUPRPRPRRRRPOt 5
Section
1 S ToTe] o1 T PRSP 7
2 NOIMALIVE FEFEIENCES ... ittt ettt e e et e e e et e e e e e e e e e neeeeeaneeeeeanneeens 7
3 Terms and definitiONS. ........ooiiiiii e 7
4 Management reQUIrEMENTS ........oociiiiiiie ittt 10
4.1 Organization and ManAgEMENT ..........cciuiiiiiiiiiie ettt 10
4.2  Quality Mmanagement SYSTEIM .........coiuiiiiiiiiei ettt abee e 11
2/ B B o Yo U4 4 1= o oo o i o S SRR 12
4.4 ReVIEW Of CONTIACTS .....ueiii ittt et e et e e e et e e e e enaeeeeenneeeenns 13
4.5 Examination by referral [aboratories ... 14
4.6 External services and SUPPLIES .....coeiiuueiiiiiiiiie ettt 14
4.7 AQVISOIY SEIVICES ..coiiiiiiiiiciiii ettt e e e s s e e s e e e e s e e e e neeee e 15
4.8 Resolution of COMPIAINTS ......coiiiiiiiiii e ee e s 15
4.9 Identification and control of NnoncoNfOrmities ..o 15
o O I O = Yox 11V IR= o1 o o PSR SSRR 16
411 Preventive ACHON .........eiiiiiit ettt 16
4.12 Continual IMPrOVEMENT ... ettt e et e e e s nee e e e eneeeeeans 16
4.13 Quality and teChNICAl FECOIAS ........iciiiiiiieiieietie et 17
414 INTErNaAl QUAILS ...ttt 17
4.15 MaNAGEMENT FEVIEW ......eiiiiiiiiiiiitie ettt ettt ettt st e e e e sareesne e 18
5 Technical reqUIrEMENTS ... s e e s e e e nee e e e 19
5.1 PEISONNEL ... e 19
5.2 Accommodation and environmental CONAItIONS ...........cooiiiiiiiiiiiieie e 21
5.3 Laboratory @qUIPMENT ..o 22
5.4  Pre-examination PrOCEAUIES ......uuuiiiiiiiiiiiiiiieiee e s iaittiiee e e e e st e e e e e s s s snb e e e e e s s s anbbeeeeeaeeas 24
5.5 EXamination PrOCEAUIES ........ccoiiuiiiiiiiiii ettt ettt et e e e nee e e e eneeeeene 26
5.6 Assuring quality of examination proCedUres ...........ccccciiieiiiiiiiiiie i 28
5.7 Post-examination PrOCEAUIES .......cciiiiiiiiiiiiiiieeis i e e e 29
5.8 Reporting Of FESUIS ........ooiiiiiiii e 29
(=T o] ToTo £=To] o)V USROS 43
Annex
A Correlation with ISO 9001:2000 and ISO/IEC 17025:2005 (Informative) .........cceeeveeeeiiieeeenneen. 32
B Recommendations for protection of laboratory information
Systems (LIS) (INFOrMativVe) ......cooiuiiiiii e 36
C Ethics in laboratory medicine (INformative) ..........oocoiiiiiiiii e 40
Table
S SR TSRP 32
O SR 35
3

This is a preview. Click here to purchase the full publication.



https://www.hsenode.com/SNZ/118757841/NZS-ISO-15189?src=spdf

NZS/ISO 15189:2007

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 1ISO, 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 212, Clinical laboratory testing and in vitro
diagnostic test systems.

This second edition cancels and replaces the first edition (ISO 15189:2003) which has been technically
revised in order to align it more closely with the second edition of ISO/IEC 17025.
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