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Abstract

Proficiency testing (PT), the evaluation of laboratory performance against predefined
criteria through interlaboratory comparisons, is an essential component of a quality assurance
system. PT provider must perform this activity and demonstrate the ability to evaluate
performance correctly and appropriately. It is essential to comply with the international standard
generally required for the competence of PT providers. The International Organization for
Standardization has announced ISO/IEC 17043:2010 as the first standard for PT. The recent
revision was ISO/IEC 17043:2023. The updated standard has been harmonized with other ISO/
CASCO standards such as ISO/IEC 17025:2017 and ISO 15189:2022, facilitating easier
integration with other management systems. To provide a better understanding, terminology
definitions have also been updated to conform to ISO 13528:2022. The new requirements have
been adjusted from two main points of the first standard, technical and management requirements,
to five main points: (1) general, (2) structure, (3) resources, (4) process, and (5) management
system. Including applying concepts of evaluation to ensure that the objectives of PT will be
achieved, collection and analysis of feedback from participants and stakeholders and a risk and
opportunity management process was added to increase the reliability of proficiency test results
and deliver valuable services to customers. Moreover, Annex A and B of ISO/IEC 17043:2023
have been revised to improve the standard and Annex C has been removed to focus on key points

only. This review article intended to provide an overview of the changes that have been made to
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the standard for PT providers to better understand and be able to apply them to improve service
quality. Delivering of accurate result of PT is valuable in reflecting the quality system. These

promote laboratory quality assurance system for maximum benefit.
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Table 1 Differences in the number of requirements, scope, terms and definitions of ISO/IEC 17043:2023

and ISO/IEC 17043:2010 standards.

Title ISO/IEC 17043:2023

ISO/IEC 17043:2010

Number of There are 29 requirements,

requirements 90 Sub-requirements and 2 Annexes.

There are 25 requirements,
89 Sub-requirements and 3 Annexes.

Scope 1) General requirements for the competence General requirements for the competence
and impartiality of proficiency testing (PT) of providers of proficiency testing schemes
providers and consistent operation of all and for the development and operation of
proficiency testing schemes, and they can proficiency testing schemes for all types of
be used as a basis for specific technical proficiency testing schemes, and they can
requirements for particular fields of application. be used as a basis for specific technical
2) Users of proficiency testing schemes, requirements for particular fields of application.
regulatory authorities, organizations and
schemes using peer-assessment, accredita-
tion bodies and others can use these require-
ments in confirming or recognizing the
competence of proficiency testing providers.

Terms and 12 Terms 16 Terms

definitions New terms: consensus value (3.2) There are 5 terms that are not specified in the

new edition.

- Coordinator (3.2)

- Robust statistical method (3.12)
- Subcontractor (3.14)

- Metrological traceability (3.15)

- Measurement uncertainty (3.16)

Annex 2 Annexes 3 Annexes

A: Types of PT schemes
B: Statistical methods for PT

A: Types of proficiency testing schemes
B: Statistical methods for proficiency testing
C: Selection and use of proficiency testing
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ISO/IEC 17043:2010 faudadly Table 2

Table 2 Summary and comparison of ISO/IEC 17043:2023 and ISO/IEC 17043:2010 standard

requirements.

ISO/IEC 17043:2023 ISO/IEC 17043:2010 Main changes
1. Scope 1. Scope

2. Normative references 2. Normative references

3. Terms and definitions 3. Terms and definitions

4. General requirements

4.1 Impartiality (4.1.1-4.1.6) None New 4.1.1-4.1.6
4.2 Confidentiality (4.2.1-4.2.5) 4.10 Confidentiality (4.10.1-4.10.4) 4.2.2
5. Structural requirements (5.1-5.7) 5.1 Organization (5.1.1-5.1.6)
6. Resource requirements
6.1 General (6.1.1-6.1.3) 4.1 General 6.1.2, 6.1.3
6.2 Personnel (6.2.1-6.2.7) 4.2 Personnel (4.2.1-4.2.7) 6.2.2b

6.3 Facilities and environmental 4.3 Equipment, accommodation
conditions (6.3.1-6.3.5) and environmental (4.3.1-4.3.6)

6.4 Externally provided products 5.5 Subcontracting services (5.5.1-5.5.5)

and services (6.4.1-6.4.6) 5.6 Purchasing services and supplies

(5.6.1-5.6.4)
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Table 2 Summary and comparison of ISO/IEC 17043:2023 and ISO/IEC 17043:2010 standard

requirements. (Cont.)

ISO/IEC 17043:2023

ISO/IEC 17043:2010 Main change

7. Process requirements

7.1 Establishing, contracting and
communicating the PT scheme
objectives

7.1.1 Review of requests,
tenders and contracts

7.1.2 PT scheme communication

5.4 Review of requests, tenders and
contracts (5.4.1-5.4.5)
4.9 Communication with participants 7.1.2.1¢

(4.9.1-4.9.5)

7.2 Design and planning of a PT
scheme
7.2.1 General
7.2.2 Statistical design
7.2.3 Determination of

assigned values

4.4 Design of proficiency testing scheme

4.4.1 Planning
4.4.4 Statistical design 7.2.2.39
4.4.5 Assigned values

7.3 Production and distribution of
PT items
7.3.1 Production of PT items

7.3.2 Homogeneity and stability
assessment of PT items

7.3.3 Handling and storage of
PT items

7.3.4 Packaging, labelling and
distribution of PT items

7.3.5 Instructions for partici-

pants

4.4 Design of proficiency testing scheme

4.4.2 Preparation of proficiency test
items

4.4.3 Homogeneity and stability

4.6.2 Proficiency test items handling
and storage

4.6.3 Packaging, labelling and
distribution of proficiency test items

4.5 Choice of method or procedure
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Table 2 Summary and comparison of ISO/IEC 17043:2023 and ISO/IEC 17043:2010 standard

requirements. (Cont.)

ISO/IEC 17043:2023

ISO/IEC 17043:2010 Main change

7.4 Evaluation and reporting of PT
scheme results
7.4.1 Data analysis
7.4.2 Evaluation of
performance

7.4.3 PT reports

4.7 Data analysis and evaluation of
proficiency testing scheme results
4.7.1 Data analysis and records

4.7.2 Evaluation of performance

4.8 reports (4.8.1-4.8.5)

7.5 Control of the PT scheme
process
7.5.1 Technical records

7.5.2 Control of data and

5.18.2 Technical records

4.7.1 Data analysis and records 7.5.2.3e, 7.5.2.4,

information management 7.5.2.5
7.5.3 Surveillance of the None New 7.5.3
processes
7.5.4 Nonconforming work 5.9 Control of nonconforming work
(56.9.1-5.9.5)
5.12 Preventive actions (5.12.1-5.12.2)
7.6 Handling of complaints 5.8 Complaints and appeals 7.6.1-7.6.9
7.7 Handling of appeals 5.8 Complaints and appeals 7.7.1-7.6.7
8. Management system requirements 5. Management requirements
8.1 General requirements 5.2 Management system (5.2.1-5.2.8)
(8.1.1-8.1.4)
8.2 Management system 5.2 Management system (5.2.2)
documentation (8.2.1-8.2.3)
8.3 Control of management system 5.3 Document control (5.3.1-5.3.3) 8.3.1
documents (8.3.1-8.3.2)
8.4 Control of records (8.4.1-8.4.3) 5.13 Control of records (5.13.1-5.13.2)
8.5 Actions to address risks and  None New 8.5.1-8.5.2

opportunities (8.5.1-8.5.3)
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Table 2 Summary and comparison of ISO/IEC 17043:2023 and ISO/IEC 17043:2010 standard

requirements. (Cont.)

ISO/IEC 17043:2023 ISO/IEC 17043:2010 Main change

8.6 Improvement (8.6.1-8.6.2) 5.10 Improvement
5.7 Service to the customer (5.7.1-5.7.2)

8.7 Corrective actions (8.7.1-8.7.3)  5.11 Corrective actions (5.11.1-5.11.5)

8.8 Internal audits (8.8.1-8.8.2) 5.14 Internal audits (5.14.1-5.14.4)

8.9 Management reviews (8.9.1-8.9.3) 5.15 Management reviews (5.15.1- 8.9.2m, 8.9.3
5.15.2)

Annex A: Types of PT schemes Annex A: Types of proficiency testing

schemes

Annex B: Statistical methods for PT ~ Annex B: Statistical methods for

proficiency testing

None Annex C: Selection and use of

proficiency testing
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