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Overview
ISO 9001:2015 has now been released and is a major revision to the previous edition issued in 
2008. This revision introduces many new concepts, terminology and current thinking, drawing on 
the collective resources of many other Standards that have been developed over the past decade of 
quality management, users and national bodies.

All management system Standards of the future will have the same high level structure, identical core 
text, as well as common terms and definitions. While the high level structure cannot be changed, sub 
clauses and discipline-specific text have been added.

The Standard ISO 9001:2015
ISO 9001:2015 Section 1: Scope
The scope sets out the intended outcomes of the management system. The outcomes are industry 
specific and should be aligned with the context of the organisation (clause 4).

ISO 9001:2015 Section 2: Normative references
Provides details of the reference Standard, ISO 9000:2015.

ISO 9001:2015 Section 3: Terms and definitions
Identifies terms and definitions applicable to the Standard that can be found in ISO 9000:2015.

ISO 9001:2015 Section 4: Context of the organisation
Section 4 consists of four clauses: 

4.1 Understanding the organisation and its context  
4.2 Understanding the needs and expectations of interested parties 
4.3 Determining the scope of the managements system 
4.4 Quality management system and its processes.

As the flagstone of a management system, Section 4 determines why the organisation is here. As 
part of the answer to this question, the organisation needs to identify internal and external issues that 
can impact on its intended outcomes, as well as all interested parties and their requirements. It also 
needs to document its scope and set the boundaries of the management system – all in line with the 
business objectives.

ISO 9001:2015
WHAT ARE THE CHANGES?
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ISO 9001:2015  Section 5: Leadership
Section 5 comprises three clauses:

5.1 Leadership and commitment
5.2 Policy
5.3 Organisational roles, responsibilities and authorities. 

The new high level structure places particular emphasis on leadership, not just management as 
set out in previous Standards. This means top management now has greater accountability and 
involvement in the organisation’s management system. They need to integrate the requirements of 
the management system into the organisation’s core business processes, ensure the management 
system achieves its intended outcomes and allocate the necessary resources. Top management 
is also responsible for communicating the importance of the management system and heighted 
employee awareness and involvement.

Section 6: Planning
Section 6 includes three clauses: 

6.1 Actions to address risks and opportunities
6.2 Quality objectives and planning to achieve them
6.3 Planning of changes.

Section 6 brings risk-based thinking to the forefront. Once the organisation has highlighted risks and 
opportunities in Section 4, it needs to stipulate how these will be addressed through planning. The 
planning phase looks at what, who, how and when these risks must be addressed. This proactive 
approach replaces preventive action and reduces the need for corrective actions later.

Particular focus is also placed on the objectives of the management system and updated when 
needed. Quality objectives shall:

• Be consistent with the quality policy,
• Be measurable (if practicable),
• Take into account applicable requirements,
• Be monitored,
• Be communicated, and
• Be updated as appropriate. 

Top management now has greater accountability and involvement 
in the organisation’s management system.
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When planning how to achieve its quality objectives the organisation shall determine:

• What will be done,
• What resources will be required,
• Who will be responsible,
• When it will be completed, and
• How the results will be evaluated.

 
Section 7: Support
Section 7 consists of five clauses: 

7.1 Resources  
7.2 Competence
7.3 Awareness 
7.4 Communication     
7.5 Documented information.

 
After addressing the context, commitment and planning, organisations will have to look at the support 
needed to meet their goals and objectives. This includes resources, targeted internal and external 
communications, as well as documented information that replaces previously used terms such as 
documents, documentation and records.

7.3 Awareness - Persons doing work under the organisation’s control shall be aware of:

• The quality policy,
• Their contribution to the effectiveness of the quality management system, including the 

benefits of improved quality performance, and
• The implications of not conforming to the quality management system requirements.

7.4 Communication - The organisation shall determine the need for internal and external 
communications relevant to the quality management system including:

• On what it will communicate,
• When to communicate, and
• With whom to communicate.

Section 8: Operation 
Section 8 has many clauses:     

8.1 Operational planning and control
8.2 Requirements for products and services
8.3 Design and development of products and services
8.4 Control of externally provided processes, products and services
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8.5 Production and service provisioning
8.6 Release of products and services
8.7 Control of nonconforming outputs.

The bulk of the management system operation requirements lay within this section. Clause 8 
addresses both in-house and outsourced processes, while the overall process management includes 
adequate criteria to control these processes, as well as ways to manage planned and unintended 
change. The organisation shall plan, implement and control the processes needed to meet 
requirements, and to implement the actions determined in 6.1, by:

• Establishing criteria for the processes,
• Implementing control of the processes in accordance with the criteria,
• Keeping documented information to the extent necessary to have confidence that the 

processes have been carried out as planned.

The organisation shall control planned changes and review the consequences of unintended changes, 
taking action to mitigate any adverse effects, as necessary.

 
Section 9: Performance evaluation
Section 9 is formed of three clauses: 

9.1 Monitoring, measurement, analysis and evaluation
9.2 Internal audit 
9.3 Management review.

Here organisations need to determine what, how and when things are to be monitored, measured, 
analysed and evaluated. The organisation shall determine:

• What needs to be monitored and measured,
• The methods for monitoring, measurement analysis and evaluation, as applicable, to ensure 

valid results,
• When the monitoring and measuring shall be performed,
• When the results from monitoring and measurement shall be analysed and evaluated.   

An internal audit is also part of this process to ensure the management system conforms to the 
requirements of the organisation as well as the Standard, and is successfully implemented and 
maintained.

4

The organisation shall control planned changes and review the 
consequences of unintended changes, taking action to mitigate any 
adverse effects.
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The final step, management review, looks at whether the management system is suitable, adequate 
and effective.

Section 10: Improvement
Section 10 looks at ways to address nonconformities and corrective action, as well as strategies for 
improvement on a continual basis. In an ever-changing business world, not everything always goes 
according to plan. It includes the following clauses:

10.1 General
10.2 Nonconformity and corrective action
10.3 Continual improvement.

For 10.2 Nonconformity and correction action - When nonconformity occurs, the organisation shall:

• React to the nonconformity, and as applicable take action to control and correct it, and
• Deal with the consequences.
• Evaluate the need for action to eliminate the causes of the nonconformity, in order that it does 

not recur or occur elsewhere, by:
• Reviewing the nonconformity
• Determining the causes of the nonconformity,
• Determining if similar nonconformities exist, or could potentially occur,
• Implement any action needed,
• Review the effectiveness of any action taken,
• Make changes to the quality management system, if necessary.

Corrective actions shall be appropriate to the effects of the nonconformities encountered.
 
For 10.3 Continual improvement - The organisation shall continually improve the suitability, adequacy, 
and effectiveness of the quality management system by:

• Considering the outputs of analysis and evaluation,
• The outputs from management review, to confirm if there are areas of underperformance or 

opportunities that shall be addressed as part of continual improvement.
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CORRELATION MATRIX
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ISO 9001:2008 ISO 9001:2015
4. Quality management system 4. Quality management system
4.1 General requirements 4.4 Quality management system and its processes
4.2 Documentation requirements  7.5 Documented information
4.2.1 General 7.5.1 General
4.2.2 Quality manual 4.3 Determining the scope of the quality management 

system
4.4 Quality management system and its Processes
7.5.1 General

4.2.3 Control of documents 7.5.2 Creating and updating
7.5.3 Control of documented Information

4.2.4 Control of records 7.5.2 Creating and updating
7.5.3  ontrol of documented Information

5. Management responsibility 5. Leadership
5.1 Management commitment 5.1 Leadership and commitment

5.1.1 General
5.2 Customer focus 5.1.2 Customer focus
5.3 Quality policy 5.2 Policy
5.4 Planning 6 Planning
5.4.1 Quality objectives 6.2 Quality objectives and planning to achieve them
5.4.2 Quality management system planning 6 Planning

6.1 Actions to address risks and opportunities 
6.3 Planning of changes

5.5 Responsibility, authority and communication 5 Leadership
5.5.1 Responsibility and authority 5.3 Organisational roles, responsibilities and 

authorities
5.5.2 Management representative Title removed

5.3 Organisational roles, responsibilities and  
authorities

5.5.3 Internal communication 7.4 Communication
5.6 Management review 9.3 Management review
5.6.1 General 9.3.1 General
5.6.2 Review input 9.3.2 Management review inputs
5.6.3 Review output 9.3.3 Management review outputs
6 Resource management 7.1 Resources
6.1 Provision of resources 7.1.1 General

7.1.2 People
6.2 Human resources Title removed

7.2 Competence
6.2.1 General 7.2 Competence
6.2.2 Competence, training and awareness 7.2 Competence   

7.3  Awareness 
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ISO 9001:2008 ISO 9001:2015
6.3 Infrastructure 7.1.3 Infrastructure
6.4 Work environment 7.1.4 Environment for the operation of processes
7 Product realisation 8 Operation
7.1 Planning of product realisation 8.1 Operational planning and control
7.2 Customer-related processes 8.2 Requirements for products and services
7.2.1 Determination of requirements related to the 
product

8.2.2 Determining the requirements related to 
products and services

7.2.2 Review of requirements related to the product 8.2.3 Review of requirements related to the products 
and services

7.2.3 Customer communication 8.2.1 Customer communication
7.3 Design and development 8.5 Production and service provision
7.3.1 Design and development planning 8.3 Design and development of products and 

services 
8.3.1 General 
8.3.2 Design and development planning

7.3.2 Design and development inputs 8.3.3 Design and development Inputs
7.3.3 Design and development outputs 8.3.5 Design and development outputs
7.3.4 Design and development review 8.3.4 Design and development controls
7.3.5 Design and development verification 8.3.4 Design and development controls
7.3.6 Design and development validation 8.3.4 Design and development controls
7.3.7 Control of design and development changes 8.3.6 Design and development changes
7.4 Purchasing 8.4 Control of externally provided processes, 

products and services
7.4.1 Purchasing process 8.4.1 General 

8.4.2 Type and extent of control

7.4.2 Purchasing information 8.4.3 Information for external providers
7.4.3 Verification of purchased product 8.6 Release of products and services
7.5 Production and service provision 8.5 Production and service provision
7.5.1 Control of production and service provision 8.5.1 Control of production and service provision

8.5.5 Post-delivery activities
7.5.2 Validation of processes for production and 
service provision

8.5.1 Control of production and service provision

7.5.3 Identification and traceability 8.5.2 Identification and traceability
7.5.4 Customer property 8.5.3 Property belonging to customers or external 

providers
7.5.5 Preservation of product 8.5.4 Preservation
7.6 Control of monitoring and measuring equipment 7.1.5 Monitoring and measuring resources
8 Improvement 8 Improvement
8.0 Measurement, analysis and improvement 9.1 Monitoring, measurement, analysis and 

evaluation
8.1 General 9.1.1 General
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ISO 9001:2008 ISO 9001:2015
8.2 Monitoring and measurement 9.1 Monitoring, measurement, analysis and 

evaluation
8.2.1 Customer satisfaction 9.1.2 Customer satisfaction
8.2.2 Internal audit 9.2 Internal audit
8.2.3 Monitoring and measurement of processes 9.1.1 General
8.2.4 Monitoring and measurement of product 8.6 Release of products and services
8.3 Control of nonconforming product 8.7 Control of nonconforming outputs
8.4 Analysis of data 9.1.3 Analysis and evaluation
8.5 Improvement 10 Improvement
8.5.1 Continual improvement 10.1 General 

10.3 Continual Improvement
8.5.2 Corrective action 10.2 Nonconformity and corrective action
8.5.3 Preventive action Clause removed

 6.1 Actions to address risks and opportunities 

We can help you further with your Quality Management System transition.

Learn more about using ISO 9001:2015

The information contained in these pages is provided by way of indicative guidance only and SAI Global Limited does not represent 
that it is accurate or complete or suitable for any particular specific purposes. The onus remains with users to satisfy themselves of their 
requirements and needs for their own particular circumstances.
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