IMPLEMENTING NZS/ISO/IEC 17025:2005

Background

International Accreditation New Zealand (IANZ)
currently uses the international and New Zealand
standard NZS/ISO/IEC 17025:1999 as generic
accreditation criteria for all laboratories except
medical testing laboratories (the latter being
accredited against the NZS/ISO 15189:2003).

The international standard ISO/IEC 17025:1999 has
for some years been undergoing a revision to align it
with ISO 9001:2000. This review is now complete
and the International Organisation for
Standardisation (ISO) published, on 15 May 2005,
the 2005 edition ISO/IEC 17025:2005 General
requirements for the competence of testing and
calibration laboratories.

The following summarises the changes and up-dates
in the new edition and details the transition
requirements for accredited laboratories (except
medical testing laboratories) to implement the new
standard.

I1ISO 9001:2000 & ISO/IEC 17025:2005

From its origins in ISO/IEC Guide 25:1990, ISO/IEC
17025:1999 was created and documented to
harmonise with ISO 9001:1994. Soon after its
publication and implementation, ISO 9001:2000 was
released and it could no longer be claimed that the
management system’s aspects of ISO/IEC
17025:1999 met the requirements of ISO 9001:2000.
The revision of ISO/IEC 17025:1999 was embarked
upon to correct this alignment.

With ISO/IEC 17025:2005, accredited laboratories
will be able to state that the management system
requirements of ISO/IEC 17025:2005 (Section 4) are
written in a language relevant to and meeting the
principles of ISO 9001:2000 and are aligned with its
pertinent requirements - a position formally
recognised by ISO.

This is reflected in Clause 1.6 of ISO/IEC
17025:2005, which previously (1999 edition) stated
that laboratories complying with ISO/IEC 17025:1999
would “also meet the requirements of ISO 9001 ....”
Clause 1.6 now states that laboratories that comply
with ISO/IEC 17025:2005 meet the “principles of ISO
9001".

While accreditation to ISO/IEC 17025:2005 does not
infer full conformity with ISO 9001:2000, ISO,
International Laboratory Accreditation Cooperation
(ILAC) and the International Accreditation Forum
(IAF) have released a joint communiqué (copy

available from IANZ on request) that will give those
testing and/or calibration laboratories that are
ISO/IEC 17025:2005 accredited an official attestation
on their management system to provide to their
customers that are requiring 1ISO 9001:2000
certification.

New Zealand Adoption

IANZ has arranged with Standards New Zealand to
have ISO/IEC 17025:2005 adopted as a New
Zealand Standard, and has published and printed the
new standard, NZS/ISO/IEC 17025:2005, on behalf
of IANZ. A copy of this new accreditation standard is
being made available free of charge to all accredited
and applicant laboratories. Additional copies can be
obtained from IANZ on request, but a nominal charge
may apply for each additional copy.

New and Updated Requirements

Both ISO and ILAC recognise that the changes and
up-dates are not substantial and should have only
minimal impact on the operation of accredited
laboratories in terms of their conformity with the
ISO/IEC 17025:2005 accreditation standard.

The added and amended clauses deal primarily with
how laboratory management ensure effective
communication and how the effectiveness of the
management system is continually improved. This is
reflected in the majority of changes being in the
Management Requirements section (Section 4) of
the standard. There are also some additions to the
Technical Requirements (Section 5). All the new
requirements are included in the attached
NZS/ISO/IEC 17025:2005 Implementation Table,
which details the changes and gives guidance from
IANZ on the expectations on laboratories in terms of
implementation of these requirements.

Terminology

Throughout NZS/ISO/IEC 17025:2005 (but not
included in the detail of the Implementation Table),
any references to “quality system”, “client”, and
“conformance” have been replaced by “management
system”, “customer”, and “conformity” respectively.

These subtle changes in terminology to align with
current ISO conventions are not expected to be
changed immediately in the documentation of your
existing quality (management) system. These
changes in wording should be addressed as the
relevant procedures are reviewed and up-dated as
part of your laboratory’s routine review process.



Transition

ILAC has confirmed a transition period of two years
for the implementation of ISO/IEC 17025:2005. As a
signatory to the ILAC Mutual Recognition
Arrangement, IANZ and its accredited laboratories
are bound by this transition period.

Therefore, all accredited laboratories (except
medical testing laboratories) must demonstrate
their conformity with the new standard by 1 June
2007.

Given that the changes and up-dates in the new
standard are not considered substantial, IANZ
assessment teams will commence assessment of
laboratories against the requirements of the new
standard from 1 February 2006.

This applies to both currently accredited laboratories
at their next scheduled annual surveillance visit or
routine reassessment after 1 February 2006 and
applicant laboratories at their initial assessment.

NZS/ISO/IEC 17025:2005 Implementation Table

Accredited laboratories will be given the usual period
(generally three months) to clear any Corrective
Action Requests from the Assessment Report that
relate to the implementation of the new requirements.
Longer periods may be negotiated on a case-by-case
basis in exceptional circumstances, but laboratories
are reminded that all accredited laboratories must
demonstrate conformity by the 1 June 2007 deadline.

Once conformity has been demonstrated, IANZ will
issue new Certificates of Accreditation and new
Schedules to the Certificate of Accreditation detailing
the new accreditation standard.

Further Information

If you have any queries regarding the implementation
of the 2005 edition of NZS/ISO/IEC 17025 please do
not hesitate to contact the IANZ General Manager
Accreditation Services or your relevant IANZ
Programme Manager.

Clause No. & | Amended/ | Extract of NZS/ISO/IEC 17025:2005

Title New

IANZ comment

Section 4: Management Requirements

4.1.5(a) Amended
Organisation

5.2)

The laboratory shall have managerial and
technical personnel who, irrespective of other the existing application of the standard.
responsibilities, have the authority and

resources needed to carry out their duties.

These include the implementation,
maintenance and improvement of the system.
management system, and to identify the
occurrence of departures from the management
system or from the procedures for performing
tests and/or calibrations, and to initiate actions to
prevent or minimize such departures (see also

There should be no effective change from

These personnel should be identified
[clause 4.1.5(f)], including those
responsible for the implementation,
maintenance and improvement of the

4.1.5(k) New
Organisation

management system.

The laboratory shall ensure that its personnel | This new clause is centred on the need for
are aware of the relevance and importance of | laboratory management to communicate to
their activities and how they contribute to the | their staff the overall objectives of the

achievement of the objectives of the

organisation and how individuals contribute
to achieving these.

All levels of staff may be interviewed by
assessment teams in order gauge the
effectiveness of this communication and
the understanding of the messages
conveyed.




4.1.6 New Top management shall ensure that Feedback to all staff on how well the
Organisation appropriate communication processes are organisation is doing with respect to its
established within the laboratory and that management system objectives is
communication takes place regarding the essential in meeting the requirements of
effectiveness of the management system. 4.2.5(k).
The communication mechanisms should
be formalised to some degree to ensure
their effectiveness. It would be expected
that no evidence would be apparent of
system breakdowns resulting from a lack
of effective communication amongst
laboratory personnel.
422 Amended The laboratory’s management system policies It is now clear that the laboratory
Management related to quality, including a quality policy management system must have a clear
System statement, shall be defined in a quality manual purpose and objectives — targets which it
(however named). is trying to achieve. These need to be
established — generally through
The overall objectives shall be established, management reviews — and reviewed by
and reviewed during management review. The | the same mechanism. They must be
quality policy statement shall be issued under the | documented and communicated to all
authority of top management. It shall include at levels of staff (clause 4.1.5 and 4.1.6
least the following: above).
New/ c) The purpose of the management system Compliance with accreditation criteria is
Amended related to quality; obviously one such objective, but should
also include objectives relating to
Amended e) The laboratory management's commitment to continual improvement.
comply with this International Standard and
to continually improve the effectiveness of
management system.
423 New Top management shall provide evidence of Management system implementation and
Management commitment to the development and its on-going continual improvement is not
System implementation of the management system something top management delegates
and continually improving its effectiveness. someone else to do.
Commitment from top management would
generally involve the participation in and
the provision of resources needed to meet
the aims of the management system, and
this must be demonstrated — not just to
IANZ but to all levels of staff.
424 New Top management shall communicate to the Meeting of customer requirements and the
Management organization the importance of meeting compliance with statutory or regulatory
System customer as well as statutory and regulatory requirements would normally be expected
requirements. to be one of the aims and objectives of the
management system. Communication of
these aims and objectives is covered by
clauses 4.1.5 and 4.1.6 above, and also
through clause 4.2.2.
425 Renumbered
Management | only from
System 4.2.3 (1999)
426 Renumbered
Management | only from
System 4.2.4 (1999)




427 New Top management shall ensure the integrity of | Changes to the management system,
Management the management system is maintained when whether major or minor, are always
System changes to the management system are expected to be reflected in amendments
planned and implemented. to the documentation of the system.
Reviews of such amendments should be
undertaken by appropriate staff who are
able to assess the impact of the changes
on the integrity of the overall system.
Management reviews and corrective
action processes will also need to ensure
that any decisions made do not have any
adverse effect on the operation of other
areas of the management system.
4.7.1 Amended The laboratory shall be willing to cooperate with | No expected change to the existing
Service to customers or their representatives in clarifying the | application of the standard.
the Customer customer’s request and in monitoring the
laboratory’s performance in relation to the work
performed, provided that the laboratory ensures
confidentiality to other customers.
4.7.2 New The laboratory shall seek feedback, both The Note provides examples only and are
Service to positive and negative, from its customers. The | not mandatory. Other mechanisms may
the Customer feedback shall be used and analyzed to be general solicitations sent out with test
improve the management system, testing and | reports; via the laboratory website;
calibration activities and customer service. informal chats with internal customers;
and/or the like.
Note: Examples of this type of feedback include
customer satisfaction surveys and review of test | It is important that in order to be compliant
or calibration reports with customers. with this clause, laboratories must
maintain records of this feedback as well
as records of the manner in which this
feedback is used.
4.10 New The laboratory shall continually improve the Continual improvement (an overall
Improvement effectiveness of its management system improvement over time, but may include
through the use of the quality policy, quality backward steps from time to time) is not
objectives, audit results, analysis of data, the same as continuous improvement
corrective and preventive actions and (one step always an improvement on the
management review. last). The indicators or measures of the
management system effectiveness will
need to show a continual improvement.
4.11 Renumbered
Corrective only from
action 4.10 (1999)
4.12 Renumbered
Preventive only from
action 4.11 (1999)
413 Renumbered
Control of only from
records 4.12 (1999)
4.14 Renumbered
Internal only from
audits 4.13 (1999)
4.15.1 Amended The list of items to be covered has been Recommendations for improvement would
Management | and expanded to include recommendations for be expected to be inherent in the
reviews renumbered | improvement. laboratory’s objectives for continual
from 4.14 improvement of the management system
(1999) and their review at management reviews.




Section 5: Technical Requirements

5.2.2
Personnel

Amended

The effectiveness of the training actions taken
shall be evaluated.

This applies to particular training events
undertaken by individuals, rather than the
overall training programme as a whole.

The training undertaken should be
revisited after the event to make an
assessment of whether the objectives of
the training had been met. Laboratories
may already be making such evaluations
to varying degrees of formality, but now
records need to be maintained of these
reviews.

59.2
Assuring the
quality of test
and
calibration
results

New

Quality control data shall be analyzed and,
where they are found to be outside pre-
defined criteria, planned actions shall be
taken to correct the problem and to prevent
incorrect results from being reported.

For many laboratories, this requirement
has already been part of the accreditation
criteria and an integral part of their
preventive action programmes.

Laboratories will be expected to establish
their pre-defined criteria in a transparent
(documented) and technically valid
manner, and to define what processes are
to be followed where these limits are
exceeded — normally calling up the control
of non-conforming test and/or calibration
work (clause 4.9) and corrective action
(clause 4.11) procedures.

Produced by:
International Accreditation New Zealand

Private Bag 28908, Remuera, Auckland 1136.

Tel: 09 525 6655 Fax: 09 525 2266.
Email: info@ianz.govt.nz. www.ianz.govt.nz
AS |G 6, November 2005



mailto:info@ianz.govt.nz

	Background
	ISO 9001:2000 & ISO/IEC 17025:2005
	New Zealand Adoption
	New and Updated Requirements
	Transition
	Further Information


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /ENU (Use these settings to create PDF documents with higher image resolution for high quality pre-press printing. The PDF documents can be opened with Acrobat and Reader 5.0 and later. These settings require font embedding.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308030d730ea30d730ec30b9537052377528306e00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /FRA <>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


