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General requirements for the competence of
testing and calibration laboratories

Changes compared to the previous edition
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ISO/IEC 17020
ISO/IEC 17021
ISO/IEC 17025
ISO/IEC 17024
ISO 17034
ISO/IEC 17043
ISO/IEC 17065
ISO/IEC 17029
1ISO 15189
ISO/IEC 17011
ISO/IEC 17000
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ISO: International Organization for Standardization

ISO (International Organization for Standardization) is an independent,
non-governmental membership organization and the
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« CASCO is the ISO committee that works on issues relating to conformity

assessment
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Organizations in liaison (Category A and B):

PN CAC, CECC, EFAC, ECQ, EU FlIZ:ZIL.-'i'\Ea IFAMN, IE1A,
NCSLI, OIE, OIML, QuEST Forum, UILI, UNFCCC

Organizations in liaison (Category C and D):
PEFC, ISEAL Alliance, WADA
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- International Laboratory Accreditation Cooperation
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European co-operation for Accreditation

Asia Pacific Laboratory Accreditation Cooperation
Inter-American Accreditation Cooperation
Southern African Accreditation Cooperation
African Regional Accreditation Cooperation
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Scope of ILAC MRA

Recognised Regional Cooperation Body s adnition

Calibration: ISQ/IEC 17025
Testing: ISO/EC 17025

Medical Testing: 1ISO 15189
Inspection: ISQ/IEC 17020

for-Accreditation Calibration: ISO/IEC 17025
Testing: ISOAEC 17025
Medical Testing: I1ISO 15189
EUROPEAN Inspection: ISO/IEC 17020
ACCREDITATION Proficiency Testing Providers:
ISO/EC 17043

- ditation Cooperation Calibration: ISO/EC 17025
ne d (APAC)Y Testing: ISOAEC 17025

4aREDTATION CooveRATIN Medical Testing: ISO 15189
Inspection: ISO/EC 17020

Calibration: ISO/IEC 17025
Testing: ISOAEC 17025

Iedical Testing: ISO 15183
Inspection: ISO/IEC 17020

Calibration: ISO/IEC 17025
Testing: ISO/NEC 17025

Medical Testing: ISO 15189
Inspection: ISO/IEC 17020
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Resulting in a total of 100 signatories to the ILAC MRA from 103 economies.

B ILAC MRA Signatories
B ILAC Associate Members
ILAC Affiliate Members
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CASCO Toolbox Standards
T e s | s | el pcion | e |y

ISOéI:c(jZ 387251_1 ISO/IEC 17065 ISO/IEC 17024 | ISO/IEC 17020 | ISO/IEC 17029 ISO/IEC 17025

Certification 2EMRSC
: . Fundamentals for certification Vocabulary for Proficiency
ALEliE QU roducts ISO/IEC BTSN o schemes ersonnel testing I1SO/IEC
ISO/IEC TS 17023 © e :

17067 Process —  |so/IECTR  ISO/IEC 17027 17043
ISO/IEC 17032 T

Core conformity
assessment standards

Reference
Tangible products material
ISO/IEC TR 17026 producers ISO
17034

Suppliers declaration ISO/IEC 17050 parts 1 and 2

Use of marks ISO/IEC Guide 23 and I1SO Guide 27
Use of marks by third
parties

Good CA practices ISO/IEC Guide 60
Accreditation standard

Peer assessment ISO/IEC 17040 and ISO/IEC Guide 68
Terms and definitions ISO/IEC 17000

Guide for drafting
normative documents

ISO/IEC 17030

ISO/IEC 17007
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Testing
as conformity assessment
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CASCO Toolbox:

Testing as conformity assessment

Requirements
for

validation
and
verification
bodies

ISO/IEC 17029
(2019)

Requirements
for

inspection
bodies

ISO/IEC 17020
(2012)
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Requirements
for

testing
and
calibration
laboratories

ISO/IEC 17025
(2017)

Requirements for certification bodies

Management
systems

ISO/IEC17021-1
(2015)

Products

ISO/IEC 17065
(2012)

Persons

ISO/IEC 17024
(2012)




Revision process
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ISO/IEC 17025:2017

General requirements for the competence of testing and
calibration laboratories

GENERAL INFORMATION ©

Status : @ Published Publication date: 2017-11
Corrected version : 2018-03
Corrected version (fr) : 2018-04

Edition : 3 Number of pages : 30

Technical Committee : [SO/CASCO Committee on conformity assessment

ICS: 03.120.20 Product and company certification. Conformity assessment
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LIFE CYCLE

1 2 3 4
WITHDRAWN WITHDRAWN WITHDRAWN WITHDRAWN
ISO GUIDE 24:1978 ) ISO/IEC GUIDE 38:1983 > ISO/IEC GUIDE 25:1990 ISO/IEC 17025:1999
Stage: 9599 — WITHDRAWN

ISO/IEC GUIDE 58:1993

6

WITHDRAWN PUBLISHED
ISO/IEC 17025:2005 ) ISO/IEC 17025:2017

Stage: 95.99 ~

CORRIGENDA / AMENDMENTS

WITHDRAWN
+ ISO/IEC 17025:2005/COR 1:2006
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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
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Fifth meeﬂt%iuﬁgmof
Working Group 44

20-23 September 2016 @
ISO Headquarters, Geneva 150




Revision timeline )
S50 (Sbs o

. " . _ - . ———
WG 44 WG 44 WG 44 WG 44 WG 44 | WG 44
meeting meeting meeting meeting meeting meeting ,
L | »cD1 > CD 2 »DIS > FDIS { Publication
| | | | | | | | | i
I [ I [ I I I I I I I
Oct Feb June Aug/Sept Feb May Sep Dec July Aug Nov
2014 2015 2015 2015 2016 2016 2016 2016 2017 2017 2017
Vote to CD1 CD2 DIS FDIS
revise Ballot Ballot Ballot Ballot
ISO/IEC
17025
Result: 91% Approval; Result: 99%
. 0, - . 0, .
Result: 80% Approval; Result: 96% Approval; 9% Negative Approval;
1% Negative

2,606 comments ~2,100 comments ~2,000 comments
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Objectives of revision
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Main changes
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Detailed review of changes
and updates
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ISO/IEC 17025:2005

ISO/IEC 17025:2017

Scope

Scope

Normative references

Normative references

Terms and definitions

Management requirements

Technical requirements

Annex A (informative) Nominal cross-reference to 1SO
9001:2000

Terms and definitions

General requirements

Structural requirements

Resource requirements

Annex B (informative) Guidelines for establishing
applications for specific fields

Process requirements
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Management system requirements

Annex A (informative) Metrological traceability

Annex B (informative) Management system options
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ISO/IEC 17025:2005

ISO/IEC 17025:2017

Scope

Scope

Normative references

Normative references

Terms and definitions

Management requirements

Technical requirements

Annex A (informative) Nominal cross-reference to ISO
9001:2000

Annex B (informative) Guidelines for establishing
applications for specific fields

Terms and definitions
General requirements

Structural requirements

Resource requirements

Process requirements

Management system requirements

Annex A (informative) Metrological traceability

Annex B (informative) Management system options
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ISO/IEC 17000, Conformity assessment — Vocabulary and general
principles
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5 Structural requirements

ol el 5 —0




bl el 3

%ﬁ#}&%ﬁ#d& -

| oMM}MQ\SL«s a}bﬁdjjrbdbb;JS}%wj ‘;U

G Il 03 g uns g oKl (gl ol jaseie Sl sy -
3,03 BLal W Y0 s ,kal bl b oS A& Ll

.bj.é'o * .L;u Ty ga.l}&? 03 9l>ws 2 éua.a‘ L;LM&.:‘ -

Q)MMMJ‘)LMSO&J%U}TL;LAQL&Q}‘ Ao S &T “»JS <o -
sad g &l Slyleds

Saman Roohbakhshan



ol Sl

3 Olebl jslite 4 p3¥ u= b ol 2l gl 3y, 038 Ogde & o &u b3l el -
kel 5 o Risbol sla cdls o ploens!

)LE:J!GJ.:S@@;LA:M ‘;al.cj (5‘)'.’ JJ'WJJLA'.’«&‘J’." ufé‘gj)) ojbj‘ :JUS\IM‘ -

& /. » 4
.S g ‘5)‘.‘.@.{4 | Ao 39) &

R TIST NP1 F ‘;i..,_./* ) °L5/:**'-’&*L"J'T 4 S lwdkiinms Ol pae O b S Ol °JJM§ )
ol 0 anp 7 3 Ikl 0-0 U 5

S Obsabl g 1y 355 ol sla gy AL ol
Ales Ot p3Y Ol s &0 s Ll Kbyl slacJlas oommia (51 2l

Saman Roohbakhshan



6 Resource requirements
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/ 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



Synonyms for handling

Synonyms

administration, care, charge, conduct, control, direction,
governance, government, guidance, intendance,
management, operation, oversight, presidency, regulation,
running, stewardship, superintendence, superintendency,
supervision

’
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/.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



/.6 Evaluation of measurement
uncertainty

« 7.6.1requires 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 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



/.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
guestion



/.10 Nonconforming work



/.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



Management system
requirements
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