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Introduction 

0.1 General 
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0.2 Quality management principles 

 

 

 

 

 

 

 

0.3 Process approach 

0.3.1 General 
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Figure 1 — Schematic representation of the elements of a single process 

0.3.2 Plan-Do-Check-Act cycle 



COMMITTEE 

DRAFT 2

ISO/CD 9001.2:2025(en) 

Figure 2 — Representation of the structure of this document in the PDCA cycle 
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0.4 Relationship with other management system standards 

 Quality management systems — Fundamentals and vocabulary
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 Quality management – Quality of an organization – Guidance to achieve sustained success
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Quality management systems — Requirements 

1 Scope 

 

 

2 Normative references 

Quality management systems — Fundamentals and vocabulary

3 Terms and definitions 

3.1  
organization 

objectives

quality management system
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3.2  
interested party (preferred term) 

organization

3.3  
top management 

organization

management system

3.4  
management system 

organization objectives
process

3.4.1  
 

management system

3.5  
policy 

organization top management

3.5.1  
quality policy 
policy

organization
quality objective

3.6  
objective 
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process

quality objective

quality management system quality objective organization
quality policy

3.6.1  
quality objective 
objective

organization's quality policy

processes

3.7  
risk 

risk

3.8  
process 

organization

conformity

3.9  
competence 
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3.10  
documented information 

organization

 management system process

 

 

3.11  
performance 

processes
organizations

3.12  
continual improvement 

performance

process objective

corrective action

3.13  
effectiveness 

3.14  
requirement 

organization interested 
party (preferred term)

documented information

3.15  
conformity 

requirement
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3.16  
nonconformity 

requirement

3.17  
corrective action 

nonconformity

3.18  
audit 

process

organization

conformity

3.19  
measurement 
process

3.20  
monitoring 

process
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4 Context of the organization 

4.1 Understanding the organization and its context 

4.2 Understanding the needs and expectations of interested parties 

 

 

 

4.3 Determining the scope of the quality management system 
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4.4 Quality management system 

4.4.1 The organization shall establish, implement, maintain and continually improve a quality 
management system, including the processes needed and their interactions, in accordance with the 
requirements of this document.

 

 

 

 

 

 

 

 

4.4.2 

 

 

5 Leadership 

5.1 Leadership and commitment 

5.1.1 General 
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5.1.2 Customer focus 

 

 

 

5.2 Quality policy 

5.2.1 Top management shall establish a quality policy that:

 

 

 

 

5.2.2 The quality policy shall:
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5.3 Roles, responsibilities and authorities 

 

 

 

 

 

6 Planning 

6.1 Actions to address risks and opportunities 

6.1.1 General 

 

 

 

6.1.2 Actions to address risk 
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6.1.3 Actions to address opportunities 

 

 

 

 

6.2 Quality objectives and planning to achieve them 

6.2.1 The organization shall establish quality objectives at relevant functions and levels.

 

 

 

 

 

 

 

 

6.2.2 When planning how to achieve its quality objectives, the organization shall determine:
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6.3 Planning of changes 

 

 

 

 

 

 

7 Support 

7.1 Resources 

7.1.1 General 

 

 

7.1.2 People 

7.1.3 Infrastructure 
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7.1.4 Environment for the operation of processes 

 

 

 

 

 

7.1.5 Monitoring and measuring resources 

7.1.5.1 General 

 

 

7.1.5.2 Traceability of measurement results 

 

 

 

7.1.6 Organizational knowledge 



COMMITTEE 

DRAFT 2

ISO/CD 9001.2:2025(en) 

 

 

7.2 Competence 

 

 

 

7.3 Awareness 

 

 

 

 

7.4 Communication 
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7.5 Documented information 

7.5.1 General 

 

 

7.5.2 Creating and updating documented information 

 

 

 

7.5.3 Control of documented information 

7.5.3.1 Documented information required by the quality management system and by this document 
shall be controlled to ensure:

 

 

7.5.3.2 For the control of documented information, the organization shall address the following 
activities, as applicable:
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8 Operation 

8.1 Operational planning and control 

 

 

 

 

 

8.2 Requirements for products and services 

8.2.1 Customer communication 
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8.2.2 Determining the requirements for products and services 

 

 

 

 

8.2.3 Review of the requirements for products and services 

8.2.3.1 

 

 

 

 

 

8.2.3.2 

 

 

8.2.4 Changes to requirements for products and services 
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8.3 Design and development of products and services 

8.3.1 General 

8.3.2 Design and development planning 

 

 

 

 

 

 

 

 

 

 

8.3.3 Design and development inputs 

 

 

 

 

 

8.3.4 Design and development controls 
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8.3.5 Design and development outputs 

 

 

 

 

8.3.6 Design and development changes 

 

 

 

 

8.4 Control of externally provided processes, products and services 

8.4.1 General 
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8.4.2 Type and extent of control 

 

 

 

 

 

 

8.4.3 Information for external providers 
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8.5 Production and service provision 

8.5.1 Control of production and service provision 

 

 

 

 

 

 

 

 

 

 

8.5.2 Identification and traceability 
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8.5.3 Property belonging to customers or external providers 

8.5.4 Preservation 

8.5.5 Post-delivery activities 

 

 

 

 

 

8.5.6 Control of changes 
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8.6 Release of products and services 

 

 

8.7 Control of nonconforming outputs 

8.7.1 

 

 

 

 

8.7.2 

 

 

 

 

9 Performance evaluation 

9.1 Monitoring, measurement, analysis and evaluation 

9.1.1 General 
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9.1.2 Customer satisfaction 

9.1.3 Analysis and evaluation 

 

 

 

 

 

 

 

9.2 Internal audit 

9.2.1 General
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9.2.2 Internal Audit Programme

 

 

 

 

9.3 Management review 

9.3.1 General 

9.3.2 Management review inputs 
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9.3.3 Management review results 

 

 

 

10 Improvement 

10.1 Continual improvement 
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10.2 Nonconformity and corrective action 

10.2.1 When a nonconformity occurs, the organization shall:

 

 

 

 

 

 

 

 

 

 

 

10.2.2 Documented information shall be available as evidence of:
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Annex A 
 

 
Clarification of structure, terminology and clauses 

A.1 General 

A.2 Structure and terminology 
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A.3 Applicability 

A.4 Context of the organization 

A.4.1 Understanding the organization and its context 

A.4.2 Understanding the needs and expectations of interested parties 
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A.4.3 Determining the scope of the quality management system 

A.4.4 Quality management system 

A.5  

A.5.1  

 

 

 

A.5.2  
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A.5.3  

A.6 Planning 

A.6.1  

A.6.1.1 General 

A.6.1.2  

A.6.1.3  
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A.6.2  

A.6.3  

 

 

A.7  

A.7.1  

A.7.1.1 General 

A.7.1.2 People 

A.7.1.3 Infrastructure 

A.7.1.4 Environment for the operation of processes 
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A.7.1.5 Monitoring and measuring resources 

A.7.1.6 Organizational knowledge 

 

 

A.7.2  

A.7.3  
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A.7.4  

 

 

 

 

A.7.5  

A.8  

A.8.1  

A.8.2  

A.8.3  

A.8.4  
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A.8.5  

A.8.6  

A.8.7  

A.9  

A.9.1  

A.9.2  

A.9.3  

A.10  

A.10.1  
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A.10.2  
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