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Introduction and scope:
The standard ISO/IEC 17025:2017 “General requirements for the competence of testing and calibration laboratories” was published on 30 November 2017. Standard ISO/IEC 17025:2017 directly replaces ISO/IEC 17025:2005.
The International Laboratory Accreditation Co-operation (ILAC) has decided there will be a transition period of 3 years for the transition from ISO/IEC 17025:2005 to ISO/IEC 17025:2017, in other words until 30 November 2020.
This communication is applicable to all applicant and accredited testing and calibration laboratories.  
INAB will issue a revised accreditation certificate and scope of accreditation following a successful assessment according to ISO17025:2017 and after the Manager of INAB has taken a positive decision in that respect.   
If the laboratory has not successfully completed their transition to ISO17025:2017 before 30 November 2020, then the existing accreditation for ISO17025:2005 will be withdrawn, on this date
If you have any further queries, please contact your INAB officer.  

INAB Transition Arrangements and key dates: 
	
	
	

	1
	New applications to ISO 17025:2017
	From July 2018
Pre-assessment/ Assessment from November 2018

	2
	Existing accreditations to ISO 17025:2005 
	

	
	a) If your surveillance visit is due Jan-June 2019
	Option to have visit to ISO 17025:2017

	
	b) If your surveillance visit is due Jan-June 2019
	Option to have visit to ISO 17025:2005

	
	c) If your surveillance visit is due June 2019 onwards
	Visit will be to ISO 17025:2017





Laboratory Transition Plan:
In order to facilitate a smooth transfer to the new standard, INAB requests existing accredited laboratories to submit a transition action plan to their INAB accreditation officer before 1st November 2018.  At minimum the plan should include:
· Changes identified within the laboratories own quality system.
· Details of specific actions planned to implement any changes necessary. 
· The timeframe for completion of such actions.
· The persons responsible for the actions. 
· Process in place to monitor progress and completion of the actions.
· Staff training on ISO 17025:2017.
· Confirmation on which option above is selected (2a, b, c)

Some useful presentations / information on ISO17025:2017 
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CASCO Working Group 44

Co-Convenors	Nominating Member: 

Heribert Schorn	International Electrotechnical Commission (IEC)

Steve Sidney	South African Bureau of Standards

Warren Merkel	International Laboratory Accreditation Cooperation (ILAC)



~150 experts 

129 Committee members

21 Liaison members









Fifth meeting of 
Working Group 44

20-23 September 2016

ISO Headquarters, Geneva







Revision timeline

Oct 2014

Vote to revise ISO/IEC 17025

WG 44 meeting

WG 44 meeting

CD 1

CD1  Ballot

Feb 2015

Aug/Sept 2015

June 2015

Feb 2016

WG 44 meeting

Result: 80% Approval; 2,606 comments

May 2016

CD2  Ballot

Dec 2016

Sep 2016

Aug 2017

WG 44 meeting

DIS

Result: 96% Approval; ~2,100 comments

WG 44 meeting

CD 2

DIS Ballot

Result: 91% Approval;

9% Negative

~2,000 comments

July 2017

WG 44 meeting

FDIS

FDIS 
Ballot

Nov 2017

Publication

Result: 99% Approval;

1% Negative







Objectives of revision
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Objectives of revision

Align structure and content with other recently revised ISO standards

CASCO QS-CAS-PROC/33, Common elements in ISO/CASCO Standards

Other CASCO toolbox standards

ISO 9001:2015

Focus on outcomes rather than prescriptive requirements

Update language to reflect current practices and technologies

Retain language from 2005 version whenever possible







Main changes
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Main changes

From the Foreword of ISO/IEC 17025:2017:

the risk-based thinking applied in this edition has enabled some reduction in prescriptive requirements and their replacement by performance-based requirements;

there is greater flexibility than in the previous edition in the requirements for processes, procedures, documented information and organizational responsibilities;

a definition of “laboratory” has been added.







Main changes (2)

Scope of the standard: laboratory activities

Testing, calibration, sampling associated with subsequent testing

Defined range of activities for laboratory

Excludes externally provided laboratory activities on an ongoing basis

Emphasis on “Impartiality” vs. “Independence”

Process orientation

Information Technology: Risks, data integrity, confidentiality, validation of software, considering electronic documents

Metrological traceability

Decision Rules for statements of conformity (pass/fail)







Detailed review of changes 
and updates
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New structure

1. Scope

2. Normative references

3. Terms and definitions

4. General requirements

5. Structural requirements

6. Resource requirements

7. Process requirements

8. Management requirements 

Annex A Metrological traceability

Annex B Management system







1	Scope

This document specifies the general requirements for the competence, impartiality and consistent operation of laboratories. 



This document is applicable to all organizations performing laboratory activities, regardless of the number of personnel. 



Laboratory customers, regulatory authorities, organizations and schemes using peer-assessment, accreditation bodies, and others use this document in confirming or recognizing the competence of laboratories.







3	Terms and definitions
	[new or modified]

3.4

intralaboratory comparison

organization, performance and evaluation of measurements or tests on the same or similar items, within the same laboratory (3.6), in accordance with predetermined conditions

[New, based on ISO/IEC 17043:2010 definition for “interlaboratory comparison”, which is included as 3.3 in ISO/IEC 17025:2017]







3	Terms and definitions
	[new or modified]

3.5

proficiency testing

evaluation of participant performance against pre-established criteria by means of interlaboratory comparisons (3.3)

[SOURCE: ISO/IEC 17043:2010, 3.7, modified — Notes to entry have been deleted.]







3	Terms and definitions
	[new or modified]

3.6	laboratory 

body that performs one or more of the following activities: 

calibration 

testing 

sampling, associated with 
subsequent calibration or testing



Note 1 to entry: In the context of this document, “laboratory activities” refer to the three above-mentioned activities.







3	Terms and definitions
	[new or modified]

3.7	decision rule 

a rule that describes how measurement uncertainty will be accounted for when stating conformity with a specified requirement 







4	General requirements
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4.1	Impartiality

Language taken from CASCO Procedure document 
(consistent with other conformity assessment standards)

New/changed requirements: 

Identifying and risks to impartiality on an on-going basis

Addressing risks to impartiality







4.2	Confidentiality

Language taken from CASCO Procedure document 
(consistent with other conformity assessment standards)

New/changed requirements:

Stronger emphasis on customer awareness

More detail regarding specific cases where confidentiality could be affected
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5	Structural requirements
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5	Structural requirements

Removed terms “technical management” and “quality manager”

Retained same essential functions

Introduced requirement for laboratory to identify range of laboratory activities for which it conforms with ISO/IEC 17025

Restricts claims of conformity to the defined range

Excludes externally provided laboratory activities on an on-going basis







5	Structural requirements

5.5 c) requires laboratory to “document its procedures to the extent necessary to ensure the consistent application of its laboratory activities and the validity of the results.”

Revised standard consistently uses term “procedure” when the intent is for laboratory to maintain documentation

The extend of detail in that documentation is up to the laboratory, subject to the conditions in 5.5 c)







6	Resource requirements
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6.1	General

“The laboratory shall have available the personnel, facilities, equipment, systems and support services necessary to perform its laboratory activities.”

Use of the term “available” indicates an approach in the revision to focus less on the status or ownership of resources and more on the relevant requirements for those resources

Examples:

6.2.1 refers to all personnel, internal or external
[vs. 2005 version requiring personnel be employed by or under contract]

6.4.1 requires laboratory to have access to equipment

[vs. 2005 version requiring laboratory be furnished with all items]









6.2	Personnel

Terminology and requirements have been updated and reorganized in the revision

Otherwise, no significant changes to this clause compared to the 2005 version







6.3	Facilities and environmental conditions

Terminology and requirements have been updated and reorganized in the revision

Otherwise, no significant changes to this clause compared to the 2005 version







6.4	Equipment

6.4.1	The laboratory shall have access to equipment (including, but not limited to, measuring instruments, software, measurement standards, reference materials, reference data, reagents, consumables or auxiliary apparatus) that is required for the correct performance of laboratory activities and that can influence the results.

Description of items considered as equipment is more inclusive than in 2005 version

Notes provide more information regarding reference materials







6.4	Equipment

6.4.6 identifies two criteria that determine when calibration of equipment is requirement

the measurement accuracy or measurement uncertainty affects the validity of the reported results, or

calibration of the equipment is required to establish the 
metrological traceability of the reported result.

These criteria apply for all laboratory activities
[2005 version had different requirements for calibration and testing]

Metrological traceability addressed in a separate clause (6.5)
[2005 version included calibration in the traceability clause]







6.5	Metrological traceability

Terminology and requirements have been updated in the revision to reflect current practice in traceability

Reduced the number of Notes compared to 2005 version 

Additional explanatory information included in Annex A









6.6	Externally provided products and services

Combines 4.5 Subcontracting and 4.6 Purchasing services and supplies from 2005 version

In all cases, have requirements and controls

Focuses on communication with customer



Supplies



External services



“Subcontracting”

Select

Control

Verify

Competent Supplier







7	Process requirements
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7.1	Review of requests, tenders and contracts

New/updated requirements

7.1.3 requires statements of conformity and associated decision rules be addressed during contract review

7.1.4 states that deviations requested by the customer shall not impact the integrity of the laboratory or the validity of the results









7.2	Selection, verification and validation of methods 

Terminology and organization of clause updated from 2005 version

Note after 7.2.1.1 clarifies that “method” as used in this document can be considered synonymous with the term “measurement procedure” as defined in ISO/IEC Guide 99.









7.3	Sampling

Definition of laboratory (3.6) clarifies that the sampling activity is associated with subsequent testing or calibration

Otherwise, no significant changes to this clause compared to the 2005 version









7.4	Handling of test or calibration items

7.4.3 includes a new requirement:

“When the customer requires the item to be tested or calibrated acknowledging a deviation from specified conditions, the laboratory shall include a disclaimer in the report indicating which results may be affected by the deviation.”

Otherwise, no significant changes to this clause compared to the 2005 version









7.5	Technical records

Technical records placed in this clause as process requirements

Other types of records (e.g., management system records) addressed in Clause 8

Otherwise, no significant changes to this clause compared to the 2005 version









7.6	Evaluation of measurement uncertainty

7.6.1 requires all laboratories to identify contributions to measurement uncertainty

7.6.2 requires evaluation of measurement uncertainty for all calibrations, including those a laboratory performs on its own equipment (i.e. “in-house” calibrations)

7.6.3 includes essentially the same requirements for evaluation of uncertainty for testing as the 2005 version

Note 2 applies to all laboratories, and clarifies that a laboratory is not required to calculate a unique uncertainty every time a test or calibration is performed provided the stated conditions are met







7.7	Ensuring the validity of results

Clause separates requirements for monitoring done within the laboratory (7.7.1) and those involving comparison with other laboratories (7.7.2)

Data from internal activities (7.7.1) required to be recorded such that trends can be detected and, where practicable, statistical techniques applied

Both required to be planned and reviewed, analyzed, used to control and (if applicable) improve laboratory activities

Action required when results of analysis of data found to be outside pre-defined criteria







7.8	Reporting of results

Language reflects current approaches to reporting

New/updated requirements

7.8.2.2 addresses data provided by a customer, including a disclaimer when those data can affect validity of results

7.8.5 reporting sampling

7.8.6 reporting statements of conformity







7.9	Complaints

Language taken from CASCO Procedure document 
(consistent with other conformity assessment standards)

New/updated requirements

7.9.2 requires a description of the complaints handling process be available to any interested party upon request

7.9.6 requires the outcomes to be communicated to the complainant be made by, or reviewed and approved by, individual(s) not involved in the original laboratory activities in question







7.10	Nonconforming work

No significant changes to this clause compared to the 2005 version







7.11	Control of data and information management

Extends and updates 5.4.7 in the 2005 version to address current laboratory practice

7.11.2 Note 1 clarifies that use of the term “laboratory information management system(s)” in this document includes both computerized and non-computerized systems

7.11.4 requires laboratory to ensure that off-site or external providers of information management comply with applicable requirements of ISO/IEC 17025







8	Management system requirements
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8.1	Options

The revision now provides two distinct options (A or B) for establishing a management system

Option A: As a minimum the management system of the laboratory shall address the requirements in clauses 8.2 to 8.9

Option B: Establish and maintain a management system in accordance with the requirements of ISO 9001 

Both options require that the management system is capable of supporting and demonstrating the consistent achievement of the requirements of ISO/IEC 17025 clauses 4 to 7 and assuring the quality of the laboratory results.

Laboratories need only conform to one of the options (not both)





New

8.1.2	Option A	

As a minimum the management system of the laboratory shall address the following: 

management system documentation (see 8.2) 

control of management system documents (see 8.3) 

control of records (see 8.4) 

actions to address risks and opportunities (see 8.5) 

improvement (see 8.6) 

corrective action (see 8.7) 

internal audits (see 8.8) 

management review (see 8.9) 



8.1	Options



Aligned with 
ISO 9001:2015



Similar to 2005 version







8.5	Actions to address risks and opportunities (Option A)

Revision incorporates “risked-based thinking”

Introduction and Note after 8.5.2 include two important points:

There is no requirement for formal methods for risk management or a documented risk management process

The laboratory is responsible for deciding which risks and opportunities need to be addressed









Thank you


For questions contact: casco@iso.org
For additional resources visit the ISO page dedicated to ISO/IEC 17025. 
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ISO/IEC 17025, General requirements 
for the competence of testing and 
calibration laboratories, is the 
international reference for testing 
and calibration laboratories wanting 
to demonstrate their capacity to 
deliver reliable results.







A new version of the standard was published by ISO and 
the International Electrotechnical Commission (IEC) in 
2017 to update its content and better serve the labora-
tories that use it.
ISO/IEC 17025 was developed by laboratory experts from 
all over the world, along with 18 liaison organizations, 
such as the International Laboratory Accreditation 
Cooperation (ILAC), and many associations represent-
ing laboratories.


ISO/IEC 17025
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What benefits will it 
bring to my business 
or organization ?
ISO/IEC 17025 enables laboratories to dem-
onstrate that they operate competently and 
generate valid results, thereby promoting 
confidence in their work both nationally 
and around the world.
It also helps facilitate cooperation between 
laboratories and other bodies by generat-
ing wider acceptance of results between 
countries. Test reports and certificates can 
be accepted from one country to another 
without the need for further testing, which, 
in turn, improves international trade.
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Who is 
ISO/IEC 17025 for ?
ISO/IEC 17025 is useful for any organiza-
tion that performs testing, sampling or 
calibration and wants reliable results. 
This includes all types of laboratories, 
whether they be owned and operated by 
government, industry or, in fact, any other 
organization.
The standard is also useful to universities, 
research centres, governments, regulators, 
inspection bodies, product certification 
organizations and other conformity assess-
ment bodies with the need to do testing, 
sampling or calibration.


Why was it revised ?
The last version of ISO/IEC 17025 was 
published in 2005 and, since then, 
market conditions and technology have 
changed. The new version covers tech-
nical changes, vocabulary and devel-
opments in IT techniques. It also takes 
into consideration the latest version of 
ISO 9001.
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What are the 
key changes ?
ISO/IEC 17025 takes into consideration 
the new ways of working of laboratories 
today. The most substantive changes are 
as follows :


•	 The scope has been revised to cover all 
laboratory activities, including testing, 
calibration and the sampling associ-
ated with subsequent calibration and 
testing.


•	 A new structure has been adopted to 
align the standard with the other exist-
ing ISO/IEC conformity assessment 
standards such as the ISO/IEC 17000 
series on conformity assessment.


•	 The process approach now matches 
that of newer standards such as 
ISO 9001 (quality management), 
ISO 15189 (quality of medical labora-
tories) and the ISO/IEC 17000 series 
(standards for conformity assessment 
activities), putting the emphasis on 
the results of a process instead of the 
detailed description of its tasks and 
steps.


•	 The standard has a stronger focus on 
information technologies. In recogni-
tion of the fact that hard-copy manuals, 
records and reports are slowly being 
phased out in favour of electronic ver-
sions, it incorporates the use of com-
puter systems, electronic records and 
the production of electronic results and 
reports.


•	 A new section has been added intro-
ducing the concept of risk-based 
thinking and describes the com-
monalities with the new version of 
ISO 9001:2015, Quality management 
systems – Requirements.
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More 
information
•	 ISO Website 


www.iso.org
•	 ISOfocus magazine 


www.iso.org/isofocus
•	 ISO videos 


www.iso.org/youtube 
•	 Follow us on Twitter 


www.iso.org/twitter 
•	 Join us on Facebook 


www.iso.org/facebook 
•	 Join us on GooglePlus 


www.iso.org/gplus


•	 The terminology has been updated. 
Examples include changes to the Inter-
national Vocabulary of Metrology (VIM) 
and alignment with ISO/IEC terminol-
ogy, which has a set of common terms 
and definitions for all standards dedi-
cated to conformity assessment.


Find out more
Learn more about ISO/IEC 17025 and the 
ISO Committee for conformity assess-
ment (CASCO), the technical commit-
tee that developed the standard, at 
www.iso.org/casco.
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