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PREAMBLE

Prior to the publication of ISO/IEC 17043:2010 Gammfity assessment — General requirements for
proficiency testing, accreditation bodies used IEQO/in conjunction with ILAC G13 in order to meé&iet
accreditation needs of proficiency testing provsd&vhile ISO/IEC Guide 43 provided an excellent
practical basis for the operation of proficiencstitey programs, it had become outdated in terntotf
its fundamental approach and statistical treatm@nsthe other hand, ILAC G13 was an excellent
document adopted by many accreditation bodiesraguarements document and with its 2006 update
was reasonably consistent with current practicevéi@r, ILAC G13 was only recognized within the
laboratory accreditation community and therefookéal the broad acceptance of an international
standard.

As a result of a request from the ILAC Proficieri@sting Consultative Group in 2006, ISO/CASCO
formed a Working Group to update ISO/IEC Guide A48 eonvert it into an ISO standard. The
fundamental charge of the Working Group was todf@uide 43 up-to-date with current practice and to
convert the guide to a Standard. The Working Grjpgroach was to blend ISO/IEC Guide 43 and
ILAC G13 into a standard using ISO/CASCO formatd aanformity assessment terminology and
considering the element of management systemsyAtkallenge for the Working Group was to balance
the needs of competing laboratory interests artideasame time provide a requirements document that
would be suitable to the broad audience that had U8O/IEC Guide 43 for more than ten years.

The resulting Standard, ISO/IEC 17043, providesbsic guidance and detail required by interested
parties who have previously used ISO/IEC Guideo48upport their operation of independent proficienc
testing schemes to improve their own data quaHltywever, the new ISO/IEC 17043 also includes
sufficient technical detail and appropriate statittreatments to be used by calibration laboyator
proficiency testing providers as a basis for thpieration and accreditation. The Standard recogitime
limitations of testing laboratories in terms of @ntainty calculation and appropriately reflects tieeds

of both testing and calibration proficiency testimgaddressing the distinctions in separate sextibhe
underlying philosophy of the Working Group was ¢oagnize the needs of the diverse audience for the
Standard and to appropriately balance requirentergshieve a Standard generally useful for eactedes
interest group.

At the 13th ILAC General Assembly on the 20 OctoP@0d9, ILAC Resolution GA13.27 was passed:
Referencing ILAC GA Resolutions GA 9.12 and 9.13, and recognising that ILAC has played a significant
role in the creation of a draft International Standard for Proficiency Testing, the General Assembly

endor ses the use of | SO/IEC 17043, when published, for the accreditation of Proficiency Testing
Providers.

Effective two years after publication of SO/IEC 17043, the General Assembly withdraws its endorsement

of the use of ILAC G13 and | SO/IEC Guide 43 as referenced in GA Resolution 9.13 and approves the
withdrawal of ILAC G13.

PURPOSE

This document provides an introduction to the I&Q/117043:2010 standard, and a crosswalk between it
and ILAC G13:2007.

Page 4 of 24



ILAC-G25:01/2012

Accreditation of Proficiency Testing Providers to BO/IEC 17043:2010 — A Crosswalk to ILAC G13:2007

AUTHORSHIP

ILAC-G25:01/2012 was prepared by working group thef Proficiency Testing Consultative Group.

INTRODUCTION

ISO/IEC Guide 43 was presented in two parts. Tist fiart of the Guide addressed the technicalldetai
required to operate proficiency testing progrante $econd part of the Guide was addressed spdgifica
to the laboratory accreditation community and pilesgiguidance on the selection of proficiency tgstin
schemes for use in laboratory accreditation. The I$O/IEC 17043 is presented as a single Standard
with three appendices. Appendix A discusses thestyf Interlaboratory Comparison (ILC) schemes.
The second appendix is a presentation of the Isgsistical protocols used in proficiency testing.
However, reference is made to ISO 13528 and thised\nternational Harmonized Protocol for
Proficiency Testing that provides more detailedistiaal treatments. The final appendix is a broad
expansion of ISO/IEC Guide 43 Part 2 and discugseselection and use of proficiency testing scleeme
by any interested party.

Of particular importance in the development of IERQ/ 17043 was a conscious effort by the Working
Group to support the needs of developing Externgdlli@y Assessment (EQA) schemes in the medical
area. EQA schemes are widely used in several afgasdicine and throughout the clinical laboratory
sector to improve quality performance. These sclsdmeany cases develop only semi-quantitative or
even qualitative data and therefore assessmentsomusade using uniquely designed statistical
treatments. The design of ISO/IEC 17043 providepett for the inclusion of EQA schemes and
provides guidance on the statistical analysesefalkulting data. The inclusion of EQA in ISO/IEC
17043 allows accreditation bodies who wish to atitteQA scheme providers as proficiency testing
providers to use the new Standard as a requirerdectsment.

ISO/IEC Guide 43 failed to address the criticafhportant but technically difficult areas of measnest
uncertainty and metrological traceability. ISO/IEZ043 recognizes the importance of uncertainty and
traceability particularly in the calculation andepentation of proficiency testing Assigned Values.
However, the Standard also recognized that caidird@boratories and calibration proficiency tegtin
providers handle uncertainty and traceability défely than testing laboratories and their proficie
testing providers. In order to balance the neéd®th groups, the Working Group developed separate
requirements for calibration proficiency testingyiders and those serving testing laboratoriess Thi
approach to uncertainty and traceability is simitathat used in ISO/IEC 17025 and is consistettt wi
the current state-of-the-art in the respectivessct

Section 4 of ISO/IEC 17043 addresses the techrécgiirements for proficiency testing program
providers, while Section 5 addresses the qualisgesys requirements. This formatting is consistetit w
ISO/IEC 17025 and users of ISO/IEC 17025 should fire new Standard straightforward. The
management quality system requirements of Sectinme Biow more consistent with the newer ISO 9000
standards. The technical requirements of Sectioavé been developed from the requirements of ILAC
G13 with consideration given to the older ISO/IEGid& 43 and recognition that the newer Internationa
Harmonized Protocol and ISO 13528 may themselves\ised in the future. Section 4 should therefore
be reviewed in detail and careful consideratioruthbe given since ISO/IEC 17043 was developed as a
stand-alone requirements document.
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The attached table is a crosswalk between ILAC &iBthe new ISO/IEC 17043 Standard. It has been
provided to allow accreditation bodies to quickdyiew how ISO/IEC 17043 addresses the individual
detailed requirements of the older ILAC G13. Evelgment of ILAC G13 has been addressed in
ISO/IEC 17043. However, some ILAC G13 requiremevdse revised and ISO/IEC 17043 introduces
some new requirements.

When using 1SO 17043, particular attention showgdid to the explanatory notes throughout the
Standard.

COMPARISON TABLE

ISO/IEC 17043:2010 ILAC Guide 13:2007
4 Technical Requirements 3 Technical Requirements
3.0 General
4.1 General 3.0 General
3.1.1
4.2 Personnel 3.1 Personnel
4.2.1 3.1.2
4.2.2 3.1.4
3.15
4.2.3 3.1.6
4.2.4
4.2.4 a)
4.2.4 b)
4.2.4 ¢)
4.2.4 d)
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424 e)

4.2.4 1)

424 g) 36.1.2

4.2.4 h)

424 )

424 ))

4.2.4 K)

4.2.5 3.1.7

4.2.6

4.2.7 3.1.6

4.3  Equipment, accommodation and | 3.2 Accommodation and environmental
environment

431 3.2.1

432

4.3.3

434

435 3.2.3

4.3.6
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4.4  Design of proficiency testing 3.3  Organisation and design logistics
schemes

4.4.1 Planning 3.3.1 Planning
44.1.1 3.31.1
44.1.2
4413 3.3.1.2

3.3.1.2 ¢)
4413 a) 3.3.1.2 a)
44.1.3 b) 3.3.1.2 b)
4.4.1.3 ) 3.3.1.2 e)
44.1.3 d) 3.3.1.2 d)
4413 e) 3.3.1.2 f)
4.4.1.3 f) 3.3.14 ¢)
44.1.3 g) 3.3.1.4 d)
4.4.1.3 h) 3.3.1.2 g)
4413 )
4.4.1.3 )) 3.9 Collusion and falsification of redis
4.4.1.3 k) 3.3.1.2 h)

3.6.2.2 b)
4413 1) 3.3.1.2 )

3.3.1.2 )
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4.4.1.3 m) 33é3.1.2 |§)
314 e
4.4.1.3 n)
44.1.3 o) 333.3.1.2 )m)
3.14 i
4.4.1.3 p) 33120
4.4.1.3 q) 3.3.1.2 p)
4.4.1.3 1) 33.33.11.42 |)n)
4413 s) 3.3.1.2 m)
4413 1) 3.3.1.2 o)
4.4.1.3 u)
4.4.1.4 3.3.1.3
4415 3.3.14
3.3.14 a)
3.3.1.4 f)
4.4.15 a) 3.3.1.4 b)
4.4.15 b) 3.3.1.4 g)
4.4.15 c) 3.3.1.4 h)
4.4.15 d) 3.3.1.4 j)
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4415 e) 3.3.1.4 k)
4415 f) 3.3.1.4 m)

3.3.1.4 n)
4415 g) 3.3.1.4 o)
4.4.15 h) 3.3.14 p)
4415 i)
4.4.2 Preparation of proficiency test 3.3.2 Preparation of proficiency test

items items

4421 3.3.21
4422 3.3.2.2

3.3.25
4.4.2.3 3.3.24
4.4.2.4
4.4.3 Homogeneity and stability 3.3.3 Homogeneitynd stability testing
443.1 3.3.2.3
4432 3.33.1

3.3.4.2 g)
4433 3.3.3.2
4434 3.3.34
4435 3.3.3.3
4.4.3.6
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4.4.4. Statistical design 3.3.4 Statistical design
4441
4.4.4.2 3.34.1
4443 3.3.4.2
4.44.3 a) 3.3.4.2 a)
4.44.3 D) 3.3.4.2 b)
4.44.3 c) 3.3.14 i)
4.4.4.3 d) 3.3.4.2 ¢)
4.44.3 e)
4.4.4.3 ) 3.34.2 ¢)
4.4.43 q) 3.3.4.2 f)
4.4.4.3 h) 3.3.1.4 b)
4.4.5 Assigned values
4451 3.3.4.2 d)
4452
4453
4454
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4455 3.5.1.6
4.5 Choice of method or procedure 3.4 Choice of tod or procedure
451 34.1
45.2 3.4.2
a)
b)
4.6  Operation of proficiency testing 3.5  Conduct of proficiency testing
schemes schemes
4.6.1 Instructions for participants 3.5.3.1 Instrutions to participants
46.1.1 3.5.11
46.1.2 3.5.1.2
4.6.1.2 a) 3.5.15
4.6.1.2 b) 3.5.1.3
4.6.1.2 c)
46.1.2 d)
46.1.2 e)
46.1.2 f) 3514
46.1.2 g) 3.5.14
4.6.1.2 h)
46.1.2 i)
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4.6.2 Proficiency test items handling
and storage

3.5.2 Materials handling and storage

46.2.1 3.5.2.1
3.2.3
4.6.2.2 3.5.2.2
4.6.2.3 3.5.2.3
46.2.4 3.2.2
3.24

4.6.3 Packaging, labeling and

3.5.3 Packaging, labeling and

distribution of proficiency test distribution
items

46.3.1 3531

4.6.3.2

4.6.3.3 3.5.3.2

4.6.3.4 3.5.3.3

4.6.3.5 3.5.34

4.7  Data analysis and evaluation of

proficiency testing scheme results

3.6 Data analysis and interpretation

of scheme results

4.7.1 Data analysis and records

3.6.1 Data analysind records

47.1.1 3.6.1.1
3.6.1.3
4.7.1.2 3.6.14
4.7.1.3 3.6.1.5
4.7.1.4 3.6.1.6
W Page 13 of 24
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4715 3.6.1.7
4.7.1.6 3.6.1.8
4.7.2 Evaluation of performance 3.6.2 Evaluation gberformance
4.7.2.1 3.6.2.1
4.7.2.2 3.6.2.2
4722 a) 3.6.2.2 a)
4722 b) 3.6.2.2 ¢)
4.7.2.2 c) 3.6.2.2 d)
4.7.2.2 d) 3.6.2.2 e)
4722 e) 3.6.2.2 f)
4722 f) 3.6.2.2 g)
4.7.2.2 ) 3.6.2.2 h)
4722 h) 3.6.2.2 i)
4.8 Reports 3.6.3 Reports
4.8.1 3.6.3.1
4.8.2 3.6.3.2
4.8.2 a) 3.6.3.2 a)
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4.8.2 b) 3.6.3.2 b)
4.8.2 c)
4.8.2 d) 252
4.8.2 e) 3.6.3.2 )
4.8.2 ) 3.6.3.2 d)
4.8.2 g) 3.6.3.2 e)
4.8.2 h) 3.6.3.2 f)
4.8.2 1) 3.6.3.2 Q)
4.8.2 ) 3.6.3.2 h)
4.8.2 k) 3.6.3.2 i)
4.8.2 1) 3.6.3.2 ))
4.8.2 m) 3.6.3.2 k)
4.8.2 n)
4.8.2 0) 3.6.3.2 I)
4.8.2 p) 3.6.3.2 m)
4.8.2 q) 3.6.3.2 n)
4.8.27) 3.6.3.2 0)
Uy Page 15 of 24
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482 s) 3.6.3.2 p)
482 1) 3.6.3.2 q)
4.8.3 3.6.3.3
3.5.1.6 Paragraph 2
4.8.4
4.8.5
485 a)
4.8.5 b)
4.8.5 ¢)

4.9 Communication with participants 3.7 Communicatdbn with participants

491 3.7.1

49.1 a)

491 b)

491 ¢

491 d)

491 e)

49.2 3.7.2

493 3.7.3.
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49.4 3.7.4
495
4.10 Confidentiality 3.7 Confidentiality
4.10.1 3.8.1
4.10.2 3.8.2
4.10.3 3.8.3
4.10.4 3.8.4
5 Management Requirements 2 Management Requirements
5.1 Organization 2.1 Organisation
511 211
5.1.2 2.1.2
5.1.3 2.1.3
5.14 214
5.15 2.15
5.15 a) 2.15 a)
5.1.5 b) 2.15 b)
5.15 ¢) 2.15¢)
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5.1.5 d) 2.1.5 d)

5.15 e) 2.15 e)

5.1.5 ) 2.1.5 f)

5.1.5 g) 2.1.5 k)

5.1.5 h) 215 g)

5.1.5 1) 2.1.5 h)

5.15) 2.15 i)

5.1.5 k) 215 )

5.1.6 2.1.6

5.2 Management system 2.2 Management system

5.2.1 551

5.2.2 222

5.2.3 223

5.2.3 a) 2.2.3 a)

5.2.3 b) 223 b)

523 ¢) 2.2.3 ¢)

5.2.3 d) 223 d)
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5.2.3 e) 223 ¢

5.2.4 224

5.25 225

5.2.6 2.2.6

5.2.7 2.2.7

5.2.8 2.2.8

5.3 Document control 2.3 Document control

5.3.1 General 2.3.1 General

5.3.2 Document approval and issue 2.3.2 Document@pval and issue

5.3.2.1 23.21

5.3.2.2 2.3.2.2

5.3.2.2 a) 2.3.2.2 a)

5.3.2.2 b) 2.3.2.2 b)

5.3.2.2 ¢) 2.3.2.2 ¢)

5.3.2.2 d) 2.3.2.2 d)

5.3.2.3 2.3.2.3

5.3.3 Document changes 2.3.3 Document changes
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5.3.3.1 2331
5.3.3.2 2.3.3.2
5.3.3.3 2.3.3.3
5.3.34 2.3.34
5.4 Review of requests, tenders and| 2.4 Review of requests, tenders and
contracts contracts
54.1 24.1
5.4.1 a) 2.4.1 a)
5.4.1 b) 2.4.1 b)
5.4.1 c) 2.4.1 ¢)
5.4.2 2.4.2
5.4.3 2.4.3
5.4.4 2.4.4
545 245
55 Subcontracting services 2.5 Subcontracted seceis
551 2.5.1.
55.2
55.3 252
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5.54 253

555 254

5.6 Purchasing services and supplies 2.6 Purchasisgrvices and supplies

5.6.1 2.6.1

5.6.2 2.6.2

5.6.3 2.6.3

5.6.4 2.6.4

5.7 Service to the customer 2.7 Service to customer
5.7.1 271

5.7.2 2.7.2

5.8 Complaints and Appeals 2.8 Complaints

5.9 Control of nonconforming work | 2.9  Control of noconforming

activities
59.1 2.9.1
5.9.1 a) 2.9.1 a)
5.9.1 b) 2.9.1 b)
5.9.1 ¢) 2.9.1 ¢
5.9.1 d) 2.9.1 d)
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59.1 e) 291 e

5.9.2 2.9.2

5.10 Improvement 2.10 Improvements
5.11  Corrective actions 2.11  Corrective actions
5.11.1 General 2.11.1 General

5.11.2 Cause analysis 2.11.2 Cause analysis

5.11.3 Selection and implementation of 2.11.3 Selection and implementation of

corrective actions corrective actions
5.11.3.1 2.11.3 Paragraph 1
5.11.3.2 2.11.3 Paragraph 2
5.11.3.3 2.11.3 Paragraph 3

5.11.4 Monitoring of corrective actions | 2.11.4 Momdring of corrective actions

5.11.5 Additional audits 2.11.5 Additional audits

5.12  Preventive actions 2.12  Preventive actions
5.12.1 2.12.1

5.12.2 2.12.2

5.13  Control of records 2.13  Control of records
5.13.1 General 2.13.1 General
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5.13.1.1 2.13.1.1
5.13.1.2 2.131.2
5.13.1.3 2.13.1.3
5.13.1.4 21314
5.13.2 Technical records 2.13.2 Technical records
5.13.2.1 21321
5.13.2.1 a)
5.13.2.1 b) 2.13.21 a)
5.13.2.1 ¢) 2.13.2.1 b)
5.13.2.1 d) 2.13.2.1 ¢)
5.13.2.1 e)
5.13.2.1 1) 2.13.2.1 d)
5.13.2.2 2.13.2.2
5.13.2.3 2.13.2.3
5.14 Internal audits 2.14  Internal audits
5.14.1 2141
5.14.2 2.14.2
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5.14.3 2.14.3

5.14.4 2.14.4

5.15 Management reviews 2.15 Management reviews
5.15.1 2.15.1

5.15.1 a) 2.15.1 a)

5.15.1 b) 2.15.1 b)

5.15.1 ¢) 2.15.1 ¢)

5.15.1 d) 2.15.1 d)

5.15.1 e) 2.15.1 e)

5.15.1 f) 2.15.1 1)

5.15.1 @) 2.15.1 g)

5.15.1 h) 2.15.1 h)

5.15.1 i) 2.15.1 1)

5.15.1 j) 2.15.1 j)

5.15.2 2.15.2
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