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Abstract

Quality is the degree to which characteristics of products, services and processes
meet the customer needs via the assessment and accreditation according to international
standards. ISO 15189:2022 specifies the requirements for quality and competence of
medical laboratories, while ISO/IEC 17025 provides the requirements for the competence of
testing and calibration laboratories. This study aimed to compare the requirements of ISO
15189:2022 and ISO/IEC 17025:2017. Insightful comparative results would be beneficial for
laboratories that intend to implement both quality management standards in workplace. It
was found that the structural requirements of ISO 15189:2022 were aligned with ISO/IEC
17025:2017 covering five main issues including (1) general, (2) structure, (3) resources,
(4) process and (5) management system of which laboratory activities should be undertaken
impartially. Risk identification and opportunities were set as driving forces to improve the
effectiveness of the quality management system. Additionally, the scope of activities varied
depending on the laboratory context, for instance, pre-examination process and point of
care testing (POCT). The ISO 15189:2022 particularly focused on the potential risks that
could cause harm to patients. The ISO/IEC 17025:2017 mainly involved testing activities
and calibration, sampling process, method validation, results, uncertainty of measurement,
decision rule when reporting a statement of conformity, and information of metrological
traceability in Annex A. Comparing the requirements of both standards, informative results
can be used by laboratories to improve the service quality and tailoring the unique quality

management system to fit for the entire organization.
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Table 1 The difference between the requirements, scope and definitions of ISO 15189:2022 and

ISO/IEC 17025:2017

Topic ISO 15189:2022

ISO/IEC 17025:2017

Requirement 5 requirements that include:

(1) General requirements - 3 clauses

(2) Structural and governance

requirements - 6 clauses

(3) Resource requirements - 8 clauses
(4) Process requirements - 8 clauses

(5) Management system requirements - 9

clauses

Total 34 Requirements

5 requirements that include:
1) General requirements 2 clauses

2) Structural requirements 1 clause

(1)
()
(3) Resource requirements 6 clauses
(4) Process requirements 11 clauses
(5)

5) Management system requirements 9

clauses

Total 29 Requirements

Scope Requirements for quality and competence  General requirements, impartiality and
in medical laboratories include point-of- consistent operation of testing and
care testing (POCT) calibration laboratories, regardless of the

number of personnel

Term and 32 definitions 9 definitions

definition e 6 definitions given in ISO/IEC 17025 e © definitions given in ISO 15189

- complaint, external quality assessment e 3 definitions not given in I1SO
(proficiency test), impartiality, 15189 - intralaboratory comparison,
interlaboratory comparison, validation, laboratory, decision rule
verification
e 26 definitions not given in ISO/IEC
17025
Appendix A, Band C A and B
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Yomvuauiasgiu ISO/IEC 17025:2017
uaasly Table 2

Table 2 Comparison between ISO 15189:2022 and ISO/IEC 17025:2017

ISO 15189:2022

ISO/IEC 17025:2017

1. Scope

1. Scope

2. Normative references

2. Normative references

3. Terms and definitions

3. Terms and definitions

4. General requirements

4. General requirements

4.1 Impartiality

4.1 Impartiality

4.2 Confidentiality

4.3 Requirements regarding patients

4.2 Confidentiality

5. Structural and governance requirements
5.1 Legal Entity

5.2 Laboratory director

5.3 Laboratory activities

5.4 Structure and authority

5.5 Objectives and policies

5.6 Risk management

5. Structural requirements

6. Resource requirements

6.1 General

6. Resource requirements

6.1 General

6.2 Personnel

6.2 Personnel

6.3 Facilities and environmental conditions

6.3 Facilities and environmental conditions

6.4 Equipment

6.4 Equipment

6.5 Equipment calibration and metrological

traceability

6.5 Metrological traceability

6.6 Reagents and Consumables
6.7 Service agreements

6.8 Externally provided products and services

6.6 Externally provided products and services

6.7 Review of requests, tenders and contracts

7. Process requirements

7. Process requirements
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Table 2 Comparison between ISO 15189:2022 and ISO/IEC 17025:2017 (Cont.)

ISO 15189:2022

ISO/IEC 17025:2017

7.1 General

7.2 Pre-examination processes

7.1 Review of requests, tenders and contracts

7.3 Examination processes

7.2 Selection, verification and validation of

methods

7.3.1 General
7.3.2 Verification of examination methods

7.3.6 Documentation of examination procedures

7.2.1 Selection and verification of methods

7.3.3 Validation of examination methods
7.3.5 Biological reference intervals and clinical

decision limits

7.2.2 Validation of methods

See 7.2

7.3 Sampling

7.3.4 Evaluation of measurement uncertainty

7.6 Evaluation of measurement uncertainty

7.3.7 Ensuring the validity of examination results

7.7 Ensuring the validity of results

7.4 Post-examination processes

7.4.1 Reporting of results

7.8 Reporting of results

7.4.1.1 General
7.4.1.2 Result review and release
7.4.1.5 Automated selection, review, release and

reporting of results

7.4.1.1 General

7.8.1 General

7.4.1.3 Critical result reports

7.4.1.4 Special considerations for results
7.4.1.6 Requirements for reports

7.4.1.7 Additional information for reports

7.4.1.8 Amendments to reported results

7.8.2 Common requirements for reports
(test, calibration or sampling)
7.8.3 Specific requirements for test reports
7.8.4 Specific requirements for calibration
certificates
7.8.5 Reporting sampling — specific requirements
7.8.6 Reporting statements of conformity
7.8.7 Reporting opinions and interpretations

7.8.8 Amendments to reports
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Table 2 Comparison between ISO 15189:2022 and ISO/IEC 17025:2017 (Cont.)

ISO 15189:2022

ISO/IEC 17025:2017

7.2.4.4 ¢) Instructions for collection activities
7.3.1.d) Examination processes - General

7.4.1.8 Amendments to reported results

7.5 Technical records

7.4.2 Post-examination handling of samples

7.4 Handling of test or calibration items

7.5 Nonconforming work

7.10 Nonconforming work

7.6 Control of data and information management
7.8 Continuity and emergency preparedness

planning

7.11 Control of data and information management

7.7 Complaints

7.9 Complaints

8. Management system requirements

8. Management system requirements

8.1 General requirements 8.1 Options

8.1.1 General 8.1.1 General

8.1.2 Fulfilment of management system 8.1.2 Option A
requirements

8.1.3 Management system awareness 8.1.3 Option B

8.2 Management system documentation

8.2 Management system documentation

(Option A)

8.3 Control of management system documents

8.3 Control of management system documents

(Option A)

8.4 Control of records

8.4 Control of records (Option A)

8.5 Actions to address risks and opportunities

for improvement

8.5 Actions to address risks and opportunities

(Option A)

8.6 Improvement
8.6.1 Continual improvement
8.6.2 Laboratory patients, user and personnel

feedback

8.6 Improvement (Option A)

8.7 Nonconformities and corrective action

8.7 Corrective actions (Option A)
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Table 2 Comparison between ISO 15189:2022 and ISO/IEC 17025:2017 (Cont.)

ISO 15189:2022

ISO/IEC 17025:2017

8.8 Evaluations

8.8 Internal audits (Option A)

8.9 Management reviews

8.9 Management reviews (Option A)
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Table 3 The requirements relating procedure of ISO 15189:2022 and ISO/IEC 17025:2017

ISO ISO/IEC
Procedure 15189:2022 17025:2017
Clause No. Clause No.
Resource requirements
Selection, training, supervision, authorization and monitoring competence
of personnel 625 02
Responding to manufacturer’s recall when equipment adverse incident 6.4.6 -
Calibration of equipment 6.5.2 -
Handling, transport, storage, use and planned maintenance of equipment - 6.4
Review agreements (requests, tenders and contracts) 6.7.1 71
Defining the criteria for evaluation, selection, monitoring of performance
and re-evaluation of the external providers 083 00
Process requirement
Procedure for pre-examination activities 7.21 -
Oral requests for examination 7.2.3.2 -
Collection and handling of primary samples 7.2.41 -
Sample receipt 7.2.6.1 -
Transportation, receipt, handling, protection, storage, retention
and disposal or return of test or calibration items ) &
Verification of methods 7.3.2 -
Comparability of results for patient samples 7.3.7.4 -
Validation of methods 7.3.3 7.2.2.4
Examination procedures 7.3.6 -
Monitoring the validity of results 7.3.71 7.7
Internal quality control 7.3.7.2 7.7
EQA enroliment, participation and performance for examination methods 7.3.7.3 -
Notify users when examination results are delayed 7.41 -
Escalation of critical result when a responsible person cannot be
contacted a1 )
Automated selection, review, release and reporting of results 7.4.1.5 -
Issue of amended or revised results 7.4.1.8 -
Nonconforming work - 7.10
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