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Objectives

• Understand the link between quality and standards
• Review the history of ISO 15189 
• Hear about the process to review, revise and continually improve ISO 

standards  
• Find out what to expect in the next revision of ISO15189 Medical 

laboratories – Requirements for quality and competence
• Discover other ISO standards available to help medical laboratorie







Standards are not New!!

Winchester Standard…..

Imperial Measure Standard…







ISO 15189:2012 Introduction

• “A clinical laboratory’s fulfilment of the requirements of this 
International Standard means the laboratory meets both the technical 
competence requirements and the management system 
requirements that are necessary for it to consistently deliver 
technically valid results” 

























Organization Personnel Equipment

Purchasing 
& 

Inventory

Process        
Control

Information 
Management

Documents
& 

Records

Occurrence 
Management Assessment

Process 
Improvement

Customer 
Service

Facilities 
& 

Safety

The Quality Management System

General requirements
Structural and governance
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Clarity of words!!!

In this document, the following verbal forms are used: 
• ‘shall’ indicates a requirement; 
• ‘should’ indicates a recommendation; 
• ‘may’ indicates a permission
• ‘can’ indicates a possibility or capability

















ISO 15189

ISO 15189:2012
• Clause 4: 4.1 – 4.15
• Clause 5: 5.1 - 5.10

ISO 15189:2022(DIS) 
4.General Requirements(3)
5.Structural and Governance 
Requirements(6)
6.Resource Requirements(8)
7.Process Requirements(7)
8.Management System 
Requirements(9)



ISO 15189:2022 (DIS)

















• 5.6 : Risk Management
• 6.2 : Continunal Improvement & Personal development 
• 6.5: Metrological Traceability
• 7.1 : Pre-Examination requirements
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