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Abstract

Korea Laboratory Accreditation Scheme (KOLAS) introduces a new standard for test and calibration laboratories to operate
management system and to produce valid results in accordance with the requirements of KS Q ISO/IEC 17025. The standard
is based on the national standard law for the accreditation of test, inspection and calibration laboratories. International
Laboratory Accreditation Cooperation (ILAC) has recently established its new criteria. The accredited test and calibration labo-
ratories should complete the transition of their management system by November 2020 following KS Q ISO/IEC 17025:2017.
A total of 899 of test, inspection and calibration laboratories in Korea are influenced by the transition policy. This paper
summarized general requirements for a competence of laboratory management system.
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Table 1. Summary of KS Q ISO/IEC 17025:2017

]
'\L‘oo—”

11}{e3
1o
£
Y
)
oX
=
2
)
to
3
>
odk

335

Clauses

Main requirements

1. Scope

General requirements for the competence, impartiality and consistent operation of laboratories.

2. Normative references

3. Terms and definitions

The terms and definitions given in ISO/IEC Guide 99 and ISO/IEC 17000 and the following apply.
Interlaboratory comparison: two or more laboratories in accordance with predetermined conditions.
Proficiency testing: evaluation of participants performance.

4. General

4.1.

Impartiality

Identify & manage risks. Demonstrate how to minimize or eliminate risks.

4.2.

Confidentiality

Inform customer if public exposure of information. Third party communication requirement.

5. Structure

5. Structure

Legal entity, Identify management. Define and document the laboratory activities.

6.1. General Auvailability of personnel, facilities, equipment, and systems and support services.
Act impartially, evidences of the competence requirements, competence to perform, and communicate
6.2. Personnel
to personnel.
6.3. Facilities and environmental ~ Suitable for laboratory activities, documented requirements, measures to control facilities, and
conditions environmental conditions.
Available and function properly, conform with specification before place into service, capable to
6. Resource 64, Equipment achieve required accuracy, calibration of measuring equipment, establish calibration program,
. Bquip calibration status, cction for out of service, intermediate checks, update/implement correction factors
or reference values, measures to prevent unintended adjustment, and equipment records.
. e Establish and maintain metrological trace ability. Measurement results are traceable to the SI units.
6.5. Metrological traceability . o
Demonstrate metrological traceability.
6.6. Externally provided products . . . .
x Y prov produ Suitable externally provided products and services are used when products and services.
and services
7.1. Review of requests, tenders  Have a procedure for the review. Inform customer, clearly defined a statement of conformity, resolve
and contracts any difference, repeat contract review, repeat contract review, and retain records.
. . . Use appropriate methods and procedures, readily available, latest version, and verify methods. Have
7.2. Selection, verification and . . A X
S action plan for method development. Document, technically justify, authorize and accept by the
validation of methods . i
customer if any deviation from methods.
7.3. Sampling Sampling plan, method, and retain records.
7.4. Handling of test or calibration Have a procedure, a system for unambiguous identification. Record items. Facilities to maintain
items items.
7.5. Technical records Sufficient information. Tracked amendment to old versions or original observations.
7. Process 7.6. Evaluation of measurement . " S . .
. Identify the contributions. Evaluate for all calibrations. Test method precludes rigorous evaluation.
uncertainty
7.7. Ensuring the validity of results Have a procedure for monitoring the validity.
78 Reporting of results General review and authorize prior to release. Common requirements for reports. Specific requirements
6. Rep & for test reports, calibration certificates, reporting sampling. Amendments to reports.
. Have a documented process to receive, evaluate and make decision on complaints. Responsible for
7.9. Complaints

all decisions at all levels. Acknowledge receipt, provide, progress report and outcome.

7.10. Nonconforming work

Have procedure to ensure. Implement corrective action.

7.11. Control of data and

information management

Have access to the data and information.

8. Management
system

- Option A: at a minimum the laboratory addresses 8.2~8.9.
+ Option B: a laboratory that has established and maintains a management system in accordance

8.1. Options with the requirements of ISO 9001. Capability of supporting and demonstrating the
consistent fulfillment of the requirements of clauses 4 to 7 of ISO/IEC 17025.
82. Managemex?t system Policies and objectives for the fulfillment of the purpose of ISO/IEC 17025.
documentation
8.3. Control of management system Approve prior to issue, review and/or update, identification of current revision and/or changes, and
documents available at point of use. Uniquely identify. Unintended use of obsolete documents
Establish and retain legible records, implement the controls, retain for a period consistent with its
8.4. Control of records - . .
contractual obligations, and readily available.
8.5. Actions to address risks and  Action plan to address risks and opportunities, integrate and implement actions, and evaluate the
opportunities effectiveness of actions.
Identify and select opportunities for improvement, implementation, seek feed back and use, and
8.6. Improvement

analyze feed back to improve the management system.

To be continued.
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Table 1. Continued
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Clauses

Main requirements

8.7. Corrective actions

Evaluate the need for action and implement, review the effectiveness, and update risk and opportunities,

and make changes to management system. Retain records.

8. Management 8.8. Internal audits

Conduct as planned intervals and report the results to relevant management.

system
. Review at planned intervals. Record all inputs to the management review. Record all decisions and
8.9. Management reviews .
actions of output.
Annex A Metrological traceability
Annex - — - -
Annex B Establish and maintain a management system in accordance with the managements of ISO 9001.
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