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To explain the concept of risk-based thinking in ISO 9001:2015  

Purpose of this presentation
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This presentation

Developed by the ISO subcommittee responsible for communication about ISO 9001

Available for unrestricted public use  
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Emphasize that the information presented today is based on current work of WG24 and should not be used to make any changes to an organization’s quality management system since it could change.
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What is risk-based thinking?

Risk-based thinking is something we all do automatically and often sub-consciously to get the best result

The concept of risk has always been implicit in ISO 9001 – this edition makes it more explicit and builds it into the whole management system

Risk-based thinking ensures risk is considered from the beginning and throughout

Risk-based thinking makes preventive action part of strategic and operational planning
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Where is risk addressed in 

ISO 9001:2015?
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Introduction - the concept of risk-based thinking is explained

Clause 4 - organization is required to address the risks and opportunities associated with its QMS processes

Clause 5 – top management is required to

Promote awareness of risk-based thinking

Determine and address risks and opportunities that can affect product /service conformity

Clause 6 - organization is required to identify risks and opportunities related to QMS performance and take appropriate actions to address them
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Risk-based thinking is in:

Clause 7 – organization is required to determine and provide necessary resources

Clause 8 - organization is required to manage its operational processes

Clause 9 - organization is required to analyse and evaluate effectiveness of actions taken to address risks and opportunities

Clause 10 - organization is required to correct, prevent or reduce undesired effects and improve the QMS and update risks and opportunities

Note, risk is implicit whenever suitable or appropriate is mentioned (clause 7 and 8)
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Why use risk-based thinking?

Successful organizations intuitively take a risk-based approach because it brings benefits that:

improve governance

establish a proactive culture of improvement

assist with compliance 

assure consistency of quality of goods and services

improve customer confidence and satisfaction 
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How do I do it? 

Identify what your risks are – it depends on context

Use risk-based thinking to prioritize the way you manage your processes

ISO 9001:2015 does not require formal risk assessments

ISO 31000 Risk management — Principles and guidelines  may be a useful reference for organizations that want or need a more formal approach to risk (but its use is not obligatory)
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How do I do it?

Balance risks and opportunities

Analyse and prioritize your risks

	what is acceptable?

	what is unacceptable?

Plan actions to address the risks

	how can I avoid,  eliminate or mitigate risks?

Implement the plan; take action

Check the effectiveness of the action;  does it work?

Learn from experience;  improve
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Conclusions

Risk-based thinking:

is not new

is something you probably do already

is ongoing

ensures greater knowledge of risks and improves preparedness

increases the probability of reaching objectives

reduces the probability of negative results

makes prevention a habit
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RISK-BASED THINKING IN ISO 9001:2015

Purpose of this paper

· to explain risk-based thinking in ISO 9001

· to address perceptions and concerns that risk-based thinking replaces the process approach

· to address the concern that preventive action has been removed from ISO 9001

· to explain in simple terms each component of risk-based thinking

What is risk-based thinking?

One of the key changes in the 2015 revision of ISO 9001 is to establish a systematic approach to considering risk, rather than treating “prevention” as a separate component of a quality management system. 

Risk is inherent in all aspects of a quality management system. There are risks in all systems, processes and functions. Risk-based thinking ensures these risks are identified, considered and controlled throughout the design and use of the quality management system. 

In previous editions of ISO 9001, a clause on preventive action was separated from the whole. By using risk-based thinking the consideration of risk is integral. It becomes proactive rather than reactive in preventing or reducing undesired effects through early identification and action. Preventive action is built-in when a management system is risk-based.

Risk-based thinking is something we all do automatically in everyday life.

Example: If I wish to cross a road I look for traffic before I begin. I will not step in front of a moving car. 

Risk-based thinking has always been in ISO 9001 – this revision builds it into the whole management system.

In ISO 9001:2015 risk-based thinking needs to be considered from the beginning and throughout the system, making preventive action inherent to planning, operation, analysis and evaluation activities.

Risk-based thinking is already part of the process approach.

Not all the processes of a quality management system represent the same level of risk in terms of the organization’s ability to meet its objectives. Some need more careful and formal planning and controls than others. 

Example: To cross the road I may go directly or I may use a nearby footbridge. Which process I choose will be determined by considering the risks.

Risk is commonly understood to have only negative consequences; however the effects of risk can be either negative or positive.

In ISO 9001:2015 risks and opportunities are often cited together. Opportunity is not the positive side of risk. An opportunity is a set of circumstances which makes it possible to do something. Taking or not taking an opportunity then presents different levels of risk.

Example: 

Crossing the road directly gives me an opportunity to reach the other side quickly, but if I take that opportunity there is an increased risk of injury from moving cars.

Risk-based thinking considers both the current situation and the possibilities for change. 

Analysis of this situation shows opportunities for improvement:

· a subway leading directly under the road

· pedestrian traffic lights, or

· diverting the road so that the area has no traffic 

Where is risk addressed in ISO 9001:2015?

The concept of risk-based thinking is explained in the introduction of ISO 9001:2015 as an integral part of the process approach.

ISO 9001:2015 uses risk-based thinking in the following way:

Introduction - the concept of risk-based thinking is explained

Clause 4 - organization is required to address the risks and opportunities associated with its QMS processes 

Clause 5 – top management is required to

· Promote awareness of risk-based thinking 

· Determine and address risks and opportunities that can affect product /service conformity

Clause 6 - organization is required to identify risks and opportunities related to QMS performance and take appropriate actions to address them 

Clause 7 – organization is required to determine and provide necessary resources (risk is implicit whenever “suitable” or “appropriate” is mentioned)

Clause 8 - organization is required to manage its operational processes (risk is implicit whenever “suitable” or “appropriate” is mentioned) 

Clause 9 - organization is required to monitor, measure, analyse and evaluate effectiveness of actions taken to address the risks and opportunities

Clause 10 - organization is required to correct, prevent or reduce undesired effects and improve the QMS and update risks and opportunities 

Why use risk-based thinking?

By considering risk throughout the system and all processes the likelihood of achieving stated objectives is improved, output is more consistent and customers can be confident that they will receive the expected product or service. 

Risk-based thinking:

· improves governance

· builds a strong knowledge base 

· establishes a proactive culture of improvement 

· assists with statutory and regulatory compliance

· assures consistency of quality of products and services

· improves customer confidence and satisfaction 

Successful companies intuitively incorporate risk-based thinking.

How do I do it?

Use risk-based thinking in building your management system and processes.

Identify what your risks are – it depends on context

Example:

If I cross a busy road with many fast-moving cars the risks are not the same as if the road is small with very few moving cars. It is also necessary to consider such things as weather, visibility, personal mobility and specific personal objectives.

Understand your risks 

What is acceptable, what is unacceptable? What advantages or disadvantages are there to one process over another?

Example:

Objective:  I need to safely cross a road to reach a meeting at a given time. 

· It is UNACCEPTABLE to be injured. 

· It is UNACCEPTABLE to be late. 

Reaching my goal more quickly must be balanced against the likelihood of injury. It is more important that I reach my meeting uninjured than it is for me to reach my meeting on time. 

It may be ACCEPTABLE to delay arriving at the other side of the road by using a footbridge if the likelihood of being injured by crossing the road directly is high. 

I analyse the situation. The footbridge is 200 metres away and will add time to my journey. The weather is good, the visibility is good and I can see that the road does not have many cars at this time. 

I decide that walking directly across the road carries an acceptably low level of risk of injury and will help me reach my meeting on time. 

Plan actions to address the risks

How can I avoid or eliminate the risk? How can I mitigate risks?

Example: I could eliminate risk of injury caused by being hit by a vehicle if I use the footbridge but I have already decided that the risk involved in crossing the road is acceptable. 

Now I plan how to reduce either the likelihood or the impact of injury. I cannot reasonably expect to control the impact of a car hitting me. I can reduce the probability of being hit by a car.  

I plan to cross at a time when there are no cars moving near me and so reduce the likelihood of an accident. I also plan to cross the road at a place where I have good visibility.

Implement the plan – take action

Example:

 I move to the side of the road, check there are no barriers to crossing. I check there are no cars coming.  I continue to look for cars whilst crossing the road. 

Check the effectiveness of the action – does it work?

Example:

 I arrive at the other side of the road unharmed and on time:  this plan worked and undesired effects have been avoided. 

Learn from experience – improve

Example:

I repeat the plan over several days, at different times and in different weather conditions. 

This gives me data to understand that changing context (time, weather, quantity of cars) directly affects the effectiveness of the plan and increases the probability that I will not achieve my objectives (being on time and avoiding injury). 

Experience teaches me that crossing the road at certain times of day is very difficult because there are too many cars. To limit the risk I revise and improve my process by using the footbridge at these times. 

I continue to analyse the effectiveness of the processes and revise them when the context changes.  

I also continue to consider innovative opportunities:

· can I move the meeting place so that the road does not have to be crossed?

· can I change the time of the meeting so that I cross the road when it is quiet?

· can we meet electronically?

Conclusion

Risk-based thinking:

· is not new

· is something you do already

· is continuous 

· ensures greater knowledge of risks and improves preparedness

· increases the probability of reaching objectives

· reduces the probability of negative results

· makes prevention a habit

Other useful documents

ISO 31000:2009 Risk Management – Principles and guidelines

PD ISO/TR 31004:2013 Risk management - Guidance for the implementation of ISO 31000

ISO 9001:2015 Risk-based thinking - power point presentation

ISO 31010:2010  Risk management - Risk assessment techniques
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THE PROCESS APPROACH IN ISO 9001:2015

Purpose of this paper



The purpose if this paper is to explain the process approach in ISO 9001:2015. The process approach can be applied to any organization and any management system regardless of type, size or complexity.

What is the process approach?



All organizations use processes to achieve their objectives. 


A process:



· set of interrelated or interacting activities that use inputs to deliver an intended result 



NOTE: Inputs and outputs may be tangible (e.g. materials, components or equipment) or intangible (e.g. data, information or knowledge). 



The process approach includes establishing the organization’s processes to operate as an integrated and complete system.



· The management system integrates processes and measures to meet objectives

· Processes define interrelated activities and checks to deliver intended outputs 

· Detailed planning and controls can be defined and documented as needed, depending on the organization’s context. 

Risk-based thinking, PDCA and the process approach



These three concepts together form an integral part of the ISO 9001:2015 standard. Risks that may impact on objectives and results must be addressed by the management system. Risk-based thinking is used throughout the process approach to:



· Decide how risk (positive or negative) is addressed in establishing the processes to improve process outputs and prevent undesirable results

· Define the extent of process planning and controls needed (based on risk)

· improve the effectiveness of the quality management system

· maintain and manage a system that inherently addresses risk and meets objectives



PDCA is a tool that can be used to manage processes and systems. PDCA stands for:



P 	Plan: set the objectives of the system and processes to deliver results (“What to do” and “how to do it”)

D 	Do: implement and control what was planned

C 	Check:	monitor and measure processes and results against policies, objectives and requirements and report results

A 	Act: take actions to improve the performance of processes



PDCA operates as a cycle of continual improvement, with risk-based thinking at each stage.

What are the possible benefits?



· A focus on the more important (“high-risk”) processes and their outputs

· improved understanding, definition and integration of interdependent processes

· systematic management of planning, implementation, checks and improvement of processes and the management system as a whole.

· better use of resources and increased accountability

· more consistent achievement of the policies and objectives, intended results and overall performance

· process approach can facilitate the implementation of any management system 

· enhanced customer satisfaction by meeting customer requirements

· enhanced confidence in the organization.



The practical steps in using a process approach in ISO 9001:2015 are explained in Annex A.



Other useful documents



ISO 9001:2015 The Process Approach - power point presentation


Appendix A


The process approach in ISO 9001:2015



In accordance with the requirements of ISO 9001 the following sequence of actions provides examples of how an organization may choose to build and control the processes of its quality management system. Performance can be managed and improved by applying the Plan-Do-Check-Act (PDCA) cycle. This applies equally to the system as a whole, to individual processes and to operational activities.



		Steps in the process approach

		What to do?

		Guidance









		

PLAN



		Define the context of the organization

		The organization should identify its responsibilities, the relevant interested parties and their relevant requirements, needs and expectations to define the organization’s intended purpose.

		Gather, analyze and determine external and internal responsibilities of the organization to satisfy the relevant requirements, needs and expectations of the relevant interested parties. Monitor or communicate frequently with these interested parties to ensure continual understanding of their requirements, needs and expectations.



		Define the scope, objectives and policies of the organization

		Based on the analysis of the requirements, needs and expectations establish the scope, objectives and policies that are relevant  for the organization’s quality management system.

		The organization shall determine the scope, boundaries and applicability of its management system taking into consideration internal and external context and interested party requirements. Decide which markets the organization should address. Top management should then establish objectives and policies for the desired outcomes.



		Determine the  processes in the organization

		Determine the processes needed to meet the objectives and policies and to produce the intended outputs. 

		Management shall determine the processes needed for achieving the intended outputs. These processes include management, resources, operations, measurement, analysis and improvement.



		Determine the sequence of the processes 

		Determine how the processes flow in sequence and interaction.

		Define and describe the network of processes and their interaction. Consider the following:

· The inputs and outputs of each process (which may be internal or external).

· Process interaction and interfaces on which processes depend or enable.

· Optimum effectiveness and efficiency of the sequence.

· Risks to the effectiveness of process interaction.

Note: As an example, realization processes (such as those needed to provide the products or services delivered to a customer) will interact with other processes (such as the management, measurement, procurement in the provision of resources).



Process sequences and their interactions may be developed using tools such as modeling, diagrams, matrices and flowcharts.



		Define people or remits who take process

ownership and accountability

		Assign responsibility and authority for each process.

		Top Management should organize and define ownership, accountability, individual roles, responsibilities, working groups, remits, authority and ensure the competence needed for the effective definition, implementation, maintenance and improvement of each process and its interactions. Such individuals or remits are usually referred to as the Process Owners.

To manage process interactions it may be useful to also establish a management system team that has a system overview across all the processes and may include representatives from the interacting processes and functions.



		Define the need for documented information

		Determine those processes that need to be formally defined and how they are to be documented. 

		Processes exist within the organization. They may be formal or informal. There is no catalogue or list of processes that have to be formally defined. The organization should determine which processes need to be documented on the basis of risk-based thinking, including, for example:

· The size of the organization and its type of activities.

· The complexity of its processes and their interactions. 

· The criticality of the processes.

· The need for formally accountability of performance.



Processes can be formally documented using a number of methods such as graphical representations, user stories, written instructions, checklists, flow charts, visual media or electronic methods including graphics and systemization. However, the method or the technology chosen are not the goals. They can be used to describe processes, which are the means to achieve the goals. Effective and organized processes can then deliver consistent and accountable operations and the desired objectives and results which can then be improved.

Note: For more guidance see the ISO 9000 Introduction and Support Package module Guidance on the Documented Information Requirements of ISO 9001:2015



		Define the interfaces, risks and activities within the process

		Determine the activities needed to achieve the intended outputs of the process and risks of unintended outputs.

		Define the required outputs and inputs of the process. 

Determine the risks to conformity of products, services and customer satisfaction if unintended outputs are delivered.

Determine the activities, measures and inherent controls required to transform the inputs into the desired ouputs.

Determine and define the sequence and interaction of the activities within the process.

Determine how each activity will be performed.

Ensure that the management system as a whole takes account of all material risks to the organization and users.

Note: In some cases the customer may specify requirements not only for the outputs but also for the realization of a process.



		Define the monitoring and measurement requirements 

		Determine where and how monitoring and measuring should be applied. This should be both for control and improvement of the processes and the intended process outputs. 

Determine the need for recording results.

		Identify the validation necessary to assure effectiveness and efficiency of the processes and system. Take into account such factors as:

· Monitoring and measuring criteria.

· Reviews of performance

· Interested parties’ satisfaction.

· Supplier performance.

· On time delivery and lead times.

· Failure rates and waste.

· Process costs.

· Incident frequency. 

· Other measures of conformity with requirements.









		

DO



		Implement

		Implement actions necessary to achieve planned activities and results.

		The organization should perform activities, monitoring, measures and controls of defined processes and procedures (which may be automated), outsourcing and other methods necessary to achieve planned results.



		Define the resources needed

		Determine the resources needed for the effective operation of each process.



		Examples of resources include:

· Human resources.

· Infrastructure.

· Environment.

· Information.

· Natural resources (including knowledge).

· Materials.

· Financial resources.









		

CHECK



		Verify the process against its planned objectives 

		Confirm that the process is effective and that the characteristics of the processes are consistent with the purpose of the organization.

		The organization should compare outputs against objectives to verify that all the requirements are satisfied. 

Processes are needed to gather data. Examples include measurement, monitoring, reviews, audits and performance analysis.



























		

ACT



		Improvement

		Change  the processes to ensure that they continue to deliver the intended outputs

		Act on the findings to ensure improvement of process effectiveness. (NOTE: Organizations may also wish to improve process efficiency, though it is not a requirement of ISO 9001 to do so).



Corrective action as a result of process failure should include the identification and elimination of the root causes of the problems. ‘System Thinking’ recognizes that an event in one process may have a cause or effect in a dependent process. Causes and the effects may not be within the same process.



Problem solving and improvement typically follows the essential steps of:



· define the problems or objectives

· collect and analyze the data on the problem and relevant processes

· select and implement the preferred solutions

· evaluate the effectiveness of the solutions.

Incorporate the solutions into the routine 

Even when planned process outputs are being achieved and requirements fulfilled the organization should still  seek to improve process performance, customer satisfaction and reputation. This can be achieved, for example, by small-step continual improvement (“Kaizen”), breakthrough improvements and/or by innovation
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Correlation matrices between ISO 9001:2008 and ISO 9001:2015



This document provides correlation matrices from ISO 9001:2008 to ISO 9001:2015 and from 
ISO 9001:2008 to ISO 9001:2015. 

This document can be used to highlight where the new, revised and deleted clauses are located, as well as the location of clauses that are unchanged.

Please note that Annex A in ISO 9001:2015 states the following:  



A.1 Structure and terminology

· The clause structure (i.e. clause sequence) and some of the terminology of this edition of this International Standard, in comparison with the previous edition (ISO 9001:2008), have been changed to improve alignment with other management systems standards.

· There is no requirement in this International Standard for its structure and terminology to be applied to the documented information of an organization’s quality management system.

· The structure of clauses is intended to provide a coherent presentation of requirements, rather than a model for documenting an organization’s policies, objectives and processes. The structure and content of documented information related to a quality management system can often be more relevant to its users if it relates to both the processes operated by the organization and information maintained for other purposes.

· There is no requirement for the terms used by an organization to be replaced by the terms used in this International Standard to specify quality management system requirements. Organizations can choose to use terms which suit their operations (e.g. using “records”, “documentation” or “protocols” rather than “documented information”; or “supplier”, “partner” or “vendor” rather than “external provider”). Information on the major differences in terminology between this edition of this International Standard and the previous edition can be found in Table A.1 of ISO 9001:2015. 









ISO 9001:2015 to ISO 9001:2008

Correlation Matrix

		ISO 9001:2015

		ISO 9001:2008



		1	Scope

		1         Scope

1.1      General



		4         Context of the organization

		4         Quality management system 



		4.1      Understanding the organization and its context

		4         Quality management system 



		4.2      Understanding the needs and expectations of interested parties

		4         Quality management system



		4.3      Determining the scope of the quality management system

		1.2      Application

4.2.2  Quality manual



		4.4      Quality management system and its  processes

		4         Quality management system

4.1      General requirements



		5          Leadership

		[bookmark: _Toc173632085][bookmark: _Toc211840623]5         Management responsibility



		5.1      Leadership and commitment

		5.1      Management commitment



		5.1.1  General

		5.1      Management commitment



		5.1.2  Customer focus

		5.2      Customer focus



		5.2      Policy

		5.3      Quality policy



		5.2.1  Developing the Quality Policy

		5.3      Quality policy



		5.2.2  Communicating the Quality Policy

		5.3      Quality policy



		5.3      Organizational roles, responsibilities and  authorities

		5.5.1  Responsibility and authority

5.5.2  Management representative

5.4.2  Quality management system planning



		6         Planning 

		5.4.2  Quality management system planning



		6.1      Actions to address risks and opportunities

		5.4.2  Quality management system planning

8.5.3  Preventive action



		6.2      Quality objectives and planning to achieve them

		5.4.1  Quality objectives



		6.3      Planning of changes

		5.4.2  Quality management system planning



		7         Support

		6         Resource management



		7.1      Resources

		6         Resource management



		7.1.1  General

		6.1      Provision of resources



		7.1.2  People

		6.1      Provision of resources



		7.1.3  Infrastructure

		6.3      Infrastructure



		7.1.4  Environment for the operation of processes

		6.4      Work environment



		7.1.5  Monitoring and measuring resources

		7.6      Control of monitoring and measuring equipment



		7.1.5.1  General

		7.6      Control of monitoring and measuring equipment



		7.1.5.2  Measurement traceability

		7.6      Control of monitoring and measuring equipment



		7.1.6  Organizational knowledge

		No equivalent clause



		7.2      Competence

		6.2.1  General

6.2.2  Competence, training and awareness



		7.3      Awareness

		6.2.2  Competence, training and awareness



		7.4      Communication

		5.5.3  Internal communication



		7.5      Documented information

		4.2     Documentation requirements



		7.5.1  General

		4.2.1  General



		7.5.2  Creating and updating

		4.2.3  Control of documents

4.2.4  Control of records



		7.5.3  Control of documented Information

		4.2.3  Control of documents

4.2.4  Control of records



		8         Operation

		[bookmark: _Toc211840638]7         Product realization



		8.1      Operational planning and control

		7.1      Planning of product realization



		8.2     Requirements for products and services

		[bookmark: _Toc211840644]7.2      Customer-related processes



		8.2.1  Customer communication

		7.2.3  Customer communication



		8.2.2  Determination of requirements related to products and services

		7.2.1  Determination of requirements related to the product



		8.2.3  Review of requirements related to products and services

		7.2.2  Review of requirements related to the product



		8.2.4  Changes to requirements for products and services

		7.2.2  Review of requirements related to the product



		8.3      Design and development of products and services

		7.3Design and development



		8.3.1  General

		7.3.1  Design and development planning



		8.3.2  Design and development planning

		7.3.1  Design and development planning



		8.3.3  Design and development inputs

		7.3.2  Design and development inputs



		8.3.4  Design and development controls

		7.3.4  Design and development review

7.3.5  Design and development verification

7.3.6  Design and development validation



		8.3.5  Design and development outputs

		7.3.3  Design and development outputs



		8.3.6  Design and development changes

		7.3.7  Control of design and development changes



		8.4      Control of externally provided processes, products and services

		4.1 |  General requirements

7.4.1  Purchasing process



		8.4.1  General

		7.4.1  Purchasing process



		8.4.2  Type and extent of control 

		7.4.1  Purchasing process

7.4.3  Verification of purchased product



		8.4.3  Information for external providers

		7.4.2  Purchasing information

7.4.3  Verification of purchased product



		8.5      Production and service provision

		[bookmark: _Toc173632106][bookmark: _Toc211840648]7.5      Production and service provision



		8.5.1  Control of production and service provision

		7.5.1  Control of production and service provision

7.5.2  Validation of processes for production and service provision



		8.5.2  Identification and traceability

		7.5.3  Identification and traceability



		8.5.3  Property belonging to customers or external providers

		7.5.4  Customer property



		8.5.4  Preservation

		7.5.5  Preservation of product



		8.5.5  Post-delivery activities

		7.5.1  Control of production and service provision



		8.5.6  Control of changes

		7.3.7  Control of Design and Development Changes



		8.6      Release of products and services

		7.4.3  Verification of purchased product

8.2.4  Monitoring and measurement of product



		8.7      Control of nonconforming outputs

		8.3     Control of nonconforming product



		9         Performance evaluation

		8        Measurement, analysis and  improvement



		9.1      Monitoring, measurement, analysis and evaluation

		8       Measurement, analysis and   improvement



		9.1.1  General

		8.1      General

8.2.3  Monitoring and Measurement  Processes



		9.1.2  Customer satisfaction

		8.2.1  Customer satisfaction



		9.1.3  Analysis and evaluation

		8.4      Analysis of data



		9.2      Internal audit

		8.2.2  Internal audit



		9.3      Management review

		5.6     Management review



		9.3.1  General

		5.6.1 General



		9.3.2  Management review input

		5.6.2 Review input



		9.3.3  Management review output

		5.6.3 Review output



		10       Improvement

		8.5 	Improvement



		10.1   General

		8.5.1 Continual improvement



		10.2   Nonconformity and corrective action

		8.3     Control of nonconforming product

8.5.2  Corrective action



		10.3   Continual Improvement

		8.5.1   Continual improvement

8.5.3   Preventive action

































ISO 9001:2008 to ISO 9001:2015

Correlation Matrix

		ISO 9001:2008

		ISO 9001:2015



		1	Scope

		1         Scope



		1.1	General

		1         Scope



		1.2	Application

		4.3      Determining the scope of the quality
            management system



		4        Quality management system

		4         Context of the organization

4.1      Understanding the organization and its context

4.2      Understanding the needs and expectations of interested parties

4.4	Quality management system and its processes



		4.1     General requirements

		4.4     Quality management system and its processes

8.4     Control of externally provided processes, products and services



		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

7.5.1  General

4.4     Quality management system and its Processes



		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  Control 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 

5.2.1  Developing the Quality policy

5.2.2  Communicating the Quality 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

		5.3     Organizational roles, responsibilities and  authorities

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     Organizational roles, responsibilities and  authorities



		5.5.2   Management representative

		5.3     Organizational 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 input



		5.6.3   Review output

		9.3.3  Management review output



		6         Resource management

		7         Support 

7.1     Resources



		6.1      Provision of resources

		7.1.1  General

7.1.2  People



		6.2      Human resources

		7.2     Competence   



		6.2.1   General

		7.2     Competence   



		6.2.2  Competence, training and awareness

		7.2      Competence   

7.3      Awareness 



		6.3      Infrastructure

		7.1.3  Infrastructure



		6.4      Work environment

		7.1.4  Environment for the operation of processes



		7         Product realization

		8         Operation



		7.1      Planning of product realization

		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  Determination of requirements related to products and services



		7.2.2  Review of requirements related to the product

		8.2.3  Review of requirements related to products and services

8.2.4  Changes to requirements for products and services



		7.2.3  Customer communication

		8.2.1  Customer communication



		7.3      Design and development

		8.3      Design and development of products and services 



		7.3.1  Design and development planning

		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

8.5.6  Control of changes



		7.4      Purchasing

		8.4      Control of externally provided processes, products and services 



		7.4.1  Purchasing process

		8.4      Control of externally provided processes, products and services

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

		8.4.2  Type and extent of control

8.4.3  Information for external providers 

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

7.1.5.1  General 

7.1.5.2  Measurement traceability



		8      Measurement, analysis and improvement

		9         Performance evaluation 

9.1      Monitoring, measurement, analysis and evaluation



		8.1      General

		9.1.1  General



		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

10.2   Nonconformity and corrective action



		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

		 6.1    Actions to address risks and opportunities (see 6.1.1, 6.1.2)

10.3   Continual Improvement
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1. INTRODUCTION



This Implementation Guidance has been developed to assist users in understanding the issues that need to be considered during the co-existence period between ISO 9001:2008 and ISO 9001:2015.  



A wide diffusion of this implementation guidance is recommended, in particular the comparison table between ISO 9001:2008 and ISO 9001:2015 matrix showing the correlation between the clauses of these international standards can be found on the www.iso.org/tc176/sc02/public website.



The revision of ISO 9001:2015 introduces a new 10 clause structure, many new requirements and many terms. Users will need to take into consideration that changes may be necessary to their QMS.



2. BACKGROUND TO THE ISO 9001:2015 REVISION PROCESS 



In order to assist organizations to have a full understanding of the new ISO 9001:2015, it may be useful to have an insight on the revision process, how this revision reflects the inputs received from users of the standard, and the consideration given to benefits and impacts during its development.



Prior to the commencement of a revision (or amendment) to a management system standard, a “Justification Study” is prepared to present a case for the proposed project which outlines details of the data and inputs used to support its arguments. In relation to the development of ISO 9001:2015 user needs were identified from the following:

· ISO Annex SL provides a common structure, text, terms and definitions for management system standards.

· the results of a formal “Systematic Review” on ISO 9001:2008 that was performed by the members of ISO/TC 176/SC2

· feedback from the ISO/TC 176/SC2 Working Group on Interpretations

· an extensive worldwide “User Feedback Survey” on ISO 9001 was performed by ISO/TC 176/SC 2



The Justification Study identified the need for a revision to:

· adapt to a changing world 

· enhance an organization's ability to satisfy its customers

· provide a consistent foundation for the future

· reflect the increasingly complex environments in which organizations operate

· ensure the new standard reflects the needs of all relevant interested parties 

· align with other management systems
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The key focuses of the ISO 9001:2015 revision were to enhance clarity and compatibility with other management system standards.



The benefits identified for the ISO 9001:2015 edition:

· Provides clarity 

· Enhanced leadership involvement in the management system 

· Risk-based thinking

· Simplified language, common structure and terms

· Aligning QMS policy and objectives with the strategy of the organization



3. USER GROUPS



3.1 Individual organizations using ISO 9001 (including industry associations)



a) Current Users of ISO 9001:2008

This user group is defined as having completed or being in the process of implementing ISO 9001:2008, regardless of whether they are certified or not, or whether they intend to be certified or not. 



b) New Users 

A New User is defined as an organisation that is either beginning to use ISO 9001:2008 or ISO 9001:20015 for the first time or is a potential user of the standard in the future.



c) Users of Industry Sector Schemes based on ISO 9001:2015

These user groups are defined as those using quality management system programs based on ISO 9001:2015 that include additional requirements, that either can be certified or accredited under the guidance of a particular Industry Sector Scheme (e.g. ISO/TS 16949 Quality systems – Automotive suppliers).



3.2 Other user groups 



These are defined as being:



a) National Standards Bodies (NSBs)

b) Accreditation Bodies (ABs)

c) Certification/Registration Bodies (CB/RBs)

d) Trainers and Consultants





4. IMPLEMENTATION GUIDANCE



4.1 Generic guidance



All users groups are strongly advised to note the IAF’s Informative Document ID 9:2015 (see: http://www.iaf.nu/upFiles/IAFID9Transition9001PublicationVersion.pdf) for implementation of accredited certification to ISO 9001:2015, which details the agreed implementation plan for accredited certification as follows:

Accredited certification to ISO 9001:2015 shall not be granted until the publication of ISO 9001:2015 as an International Standard. 

Certification of conformity to ISO 9001:2015 and/or national equivalents shall only be issued after official publication of ISO 9001:2015 (which should take place before the end of 2015) and after a routine surveillance or re-certification audit against ISO 9001:2015. 



Validity of certifications to ISO 9001:2008 

ISO 9001:2008 certifications will not be valid after three years from publication of ISO 9001:2015. 

The expiry date of certifications to ISO 9001:2008 issued during the transition period needs to correspond to the end of the three year transition period.
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Figure 1 - Implementation timetable for ISO 9001:2015, for all user groups

IMPLEMENTATION GUIDANCE FOR ISO 9001:2015
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To benefit from the changes introduced into ISO 9001:2015, users (from all user groups) should note the recommendations given in the table below. Recommendations for specific user groups are given in section 4.2 further down. 



		[image: ]

		To get acquainted with the new edition of the standard use the following resources:

· Annex A (informative) – New structure, concepts and terminology 



Support material found at www.iso.org/tc176/sc02/public:

· ISO 9001:2015 Change Summary

· Correlation matrices between ISO 9001:2008 and ISO 9001:2015, which provides a before and after view of the clauses

· Risk Based Thinking

· Process Approach



		

		Determine the impact of the changes of the new version on your current use of ISO 9001 and plan any necessary remedial actions.



		

		Use the Plan-Do-Check-Act methodology to manage the implementation.



Note that the actions may need to vary according to your user group (see 4.2 below).







4.2	Guidance for specific user groups 

These recommendations complement the generic guidance to all user groups given in section 3.0 above.



4.2.1	Organizations using ISO 9001:2008 



a) Current users

Organisations that are already certified to ISO 9001:2008 should contact their certification/registration bodies (CB/RB) to agree a program for analysing the clarifications in ISO 9001:2015 in relation to their individual quality management systems and for upgrading their certificates.



Certified organizations should bear in mind that ISO 9001:2008 certificates have the same status as new ISO 9001:2015 certificates during the co-existence period.



Organizations in the process of certification to ISO 9001:2008 should change to using ISO 9001:2015 and apply for certification to it.





b) New users

New users should start by using ISO 9001:2015.



c) Industry Sector Schemes 

Users of specific sector schemes are recommended to refer to the organization that is responsible that sector scheme’, e.g. for:

· ISO/TS 16 949 refer to the IATF (www.iatfglobaloversight.org)

· TL 9000 refer to the QuEST Forum (www.questforum.org)

· AS9100/EN9100 refer to IAQG (www.iaqg.org)



4.2.2	National Standards Bodies 



Information regarding the 2015 edition of ISO 9001 should be communicated to standard users, in a timely manner, by the national standards bodies (NSBs). It is recommended that NSB actions be synchronized with the information flows from ISO and ISO/TC 176/SC2.



NSBs are responsible, at a national level, for communicating the issues regarding the changes from ISO 9001:2008 to ISO 9001:2015 to all interested parties and for providing translations of the new edition of the standard in their national languages. It is recommended that they coordinate their communications regarding these issues with other local interested parties (for example: ABs, CB/RBs, professional quality associations, etc.).



Translation Issues - If a requirement for translation of the new standards exists, the translation process should be started as early as possible, in order to provide the equivalent national edition as soon as possible. 



An NSB should analyse if there are interpretation problems in the national ISO 9001:2008 version due to former translation problems. In affirmative cases the NSB should carry out an extensive translation of the standard. If interpretation divergences still remain, the NSB is recommended to apply for clarification to the ISO/TC 176/SC2  Interpretations Working Group using the established “Interpretations” process (see: www.iso.org/tc176/sc02/public ).





4.2.4	Accreditation Bodies



ABs should refer to the IAF’s Informative Document ID 9:2015for the implementation of accredited certification to ISO 9001:2015 (see 4.1 above).





4.2.5	Certification Bodies



CBs should refer to the IAF’s Informative Document ID 9:2015for the implementation of accredited certification to ISO 9001:2015 (see 4.1 above).



CBs should remember that certificates of conformity to ISO 9001:2015 and/or its national equivalent adoptions can only be issued after the official publication of the amended standard.



It is important that accredited certification bodies ensure that their auditors are aware of the clarifications introduced in ISO 9001:2015, and their implications, prior to conducting audits to that standard.





4.2.6	Training Bodies and Consultants



All trainers and consultants should be aware of the clarifications in ISO 9001:2015. All training bodies and consultants are recommended to determine the need for updating training programs and documentation, or any other changes necessary, to the services they provide. 





5.0	FREQUENTLY ASKED QUESTIONS 



While this Implementation Guidance provides recommendations on a number of issues facing the different user groups during the co-existence period, it does not address more general questions about the ISO 9000 standards. Instead ISO/TC 176/SC 2 has prepared a set of frequently asked questions (FAQs) to provide such advice. 



It is expected that the FAQs will be updated on a more regular basis than this Implementation Guidance. For the latest version of the FAQs, reference should be made to the open access web site at www.iso.org/tc176/sc02/public . 





6.0	AUTHENTICITY OF INFORMATION REGARDING ISO 9001:2015



The first point of contact for information regarding the requirements of ISO 9001:2015 should be your National Standards Body (for a listing of ISO’s member National Standards Bodies, see www.iso.org/iso/about/iso_members.htm).   



Other recommended sources of information are:



· ISO’s web site www.iso.org provides general information regarding the ISO 9001:2015 revision programme (as well as details of its member National Standards Bodies).  


· The ISO/TC176/SC2 web site, www.iso.org/tc176/sc02/public   provides detailed information on the ISO 9001 revision program and is updated on a regular basis.
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How Change is addressed within ISO 9001:2015





Purpose of this paper:  To explain the new requirement for Change (6.3 Planning of changes, 8.1 Operational planning and control, 8.3.6 Design and development changes and 8.5.6 Control of changes in ISO 9001:2015). 



Purpose of this new requirement: 

One of the goals of the ISO 9001:2015 is to enhance the requirements for addressing changes at system and operational levels. The ISO 9001:2015 requirements provide a strong basis for a management system for business that supports the strategic direction of the organization.  Once the organization has identified its context and interested parties and then identified the processes that support this linkage, addressing changes becomes an increasingly important component of continued success.


Once processes are determined, an organization will need to identify the risks and opportunities associated with these processes.  To achieve the benefits associated with the determination of risks and opportunities, changes may be needed. These changes can be related to any element of the process, such as inputs, resources, persons, activities, controls, measurements, outputs, etc.



Changes are intended to be beneficial to the organization and need to be carried out as determined by the organization. In addition, consideration of new introduced risks and opportunities need to be taken into account.



To achieve the benefits associated with changes, the organization should consider all types of changes that may need to occur.  These changes may be generated, for example, in: 

· Processes

· Documented information

· Tooling

· Equipment

· employee training

· supplier selection

· supplier management

· and many others



The successful management and control of these changes has become a core requirement within the organizations QMS.












These new requirements are referenced in ISO 9001:2015 as outlined below.


1. 6.3 Planning of changes

When the organization determines the need for changes to the quality management system, the changes shall be carried out in a planned and systematic manner (see 4.4).

The organization shall consider the:

a) purpose of the changes and their potential consequences;

b) integrity of the quality management system;

c) availability of resources;

d) allocation or reallocation of responsibilities and authorities.



2. 8.1 Operational planning

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



3. 8.3.6 Design and development changes

During design and development changes that are identified will be reviewed and controlled to ensure there is no impact to the conformity of the product or service. 



4. 8.5.6 Control of changes

The organization shall review and control changes for production or service provision, to the extent necessary to ensure continuing conformity with requirements.

The organization shall retain documented information describing the results of the review of changes, the persons authorizing the change, and any necessary actions arising from the review.



Footnote: Other references to change are found in clauses; 4.4, 5.3, 9.2, 9.3, 10.2)




Things to consider when implementing the new requirement for Change



· There are many triggers that can cause a change to the Quality Management System:

· Customer feedback

· Customer complaint

· Product failure

· Employee feedback

· Innovation

· Determined risk

· Determined opportunity

· Internal audit results

· Management review results

· Identified nonconformity

· Many others



· NOTE: These recommendations not necessarily applicable for every type of organization. 

· Background: Some changes need to be carefully managed while others can be safely ignored.  In order to sort through this, the organization should consider a method to prioritize.  

· To determine the priority, the organization should consider a methodology that allows them to take into account:

· Consequences of the change

· Likelihood of the consequence

· Impact on customers

· Impact on interested parties

· Impact on quality objectives

· Effectiveness of processes that are part of the QMS

· others




· Typical steps to Implement changes

· Define the specifics of what is to be changed

· Have a plan (tasks, timeline, responsibilities, authorities, budget, resources, needed information, others)

· Engage other people as appropriate in the change process

· Develop a communication plan (appropriate people within the organization, customers, suppliers, interested parties, etc. may need to be informed)

· Use a cross functional team review the plan to provide feedback related to the plan and associated risks

· Train people

· Measure the effectiveness 



	

What changes may need to be made?

· Change to a process (inputs, activities, outputs, controls, etc.)

· Communication with customers

· Communication with the supply chain

· Additional controls for processes

· Inspection

· Employee training

· Implement a new process

· Provide documented information

· Change existing documented information

· Improve employee competence

· Outsource a process

· Many others







Other considerations:	

· Prior to making a change, the organization should consider unintended consequences

· After making a change the organization should monitor the change to determine its effectiveness and to identify any additional problems that might be created

· Records of some changes may be needed as part of the Quality Management System
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Guidance on the requirements for Documented Information 
of ISO 9001:2015




1	Introduction



Two of the most important objectives in the revision of the ISO 9000 series of standards have been:

a) to develop a simplified set of standards  that will be equally applicable to small as well as medium and large organizations, and 

b) for the amount and detail of documentation required to be more relevant to the desired results of the organization’s process activities. 



ISO 9001:2015 Quality management systems – Requirements has achieved these objectives, and the purpose of this additional guidance is to explain the intent of the new standard with specific regard to documented information.



ISO 9001:2015 allows organization flexibility in the way it chooses to document its quality management system (QMS). This enables each individual organization to determine the correct amount of documented information needed in order to demonstrate the effective planning, operation and control of its processes and the implementation and continual improvement of the effectiveness of its QMS. 



It is stressed that ISO 9001 requires (and always has required) a “Documented quality management system”, and not a “system of documents”.



2 	What is documented information? - Definitions and references



The term Documented information was introduced as part of the common High Level Structure (HLS) and common terms for Management System Standards (MSS). 



The definition of documented information can be found in ISO 9000 clause 3.8.



Documented information can be used to communicate a message, provide evidence of what was planned has actually been done, or knowledge sharing.  



The following are some of the main objectives of an organization’s documented information independent of whether or not it has implemented a formal QMS;



a) Communication of Information

· As a tool for information transmission and communication. The type and extent of the documented information will depend on the nature of the organization’s products and processes, the degree of formality of communication systems and the level of communication skills within the organization, and the organizational culture. 



b) Evidence of conformity

· Provision of evidence that what was planned has actually been done. 

c)	 Knowledge sharing


d)	To disseminate and preserve the organization’s experiences. A typical example would be a technical specification, which can be used as a base for design and development of a new product or service.



A list of commonly used terms and definitions relating to documented information is presented in ISO 9001:2015 Annex A.



It must be stressed that, according to ISO 9001:2015 clause 7.5.3 Control of documented information requirements, documents may be in any form or type of medium, and the definition of “document” in ISO 9000:2015 clause 3.8.5 gives the following examples:

· paper 

· magnetic

· electronic or optical computer disc  

· photograph

· master sample



3 	ISO 9001:2015 Documentation Requirements



ISO 9001:2015 clause 4.4 Quality management systems and its processes requires an organization to “maintain documented information to the extent necessary to support the operation of processes and retain documented information to the extent necessary to have confident that the processes are being carried out as planned.” 




Clause 7.5.1 General explains that the quality management system documentation shall include:



a) documented information required by this International standard;

b) documented information determined by the organization as being necessary for the effectiveness of the quality management system 



The note after this Clause make it clear that the extent of the QMS documented information can differ from one organization to another due to the:

a) size of organization and its type of activities, processes, products and services;

b) complexity of  processes and their interactions, 

c) competence of persons. 



All the documented information that forms part of the QMS has to be controlled in accordance with clause 7.5 Documented information. 

	

4 	Guidance on Clause 7.5 of ISO 9001:2015



The following comments are intended to assist users of ISO 9001:2015 in understanding the intent of the general documented information requirements of the International Standard. Documented information can refer to: 



a) Documented information needed to be maintained by the organization for the purposes of establishing a QMS (high level transversal documents). These include:

· The scope of the quality management system (clause 4.3).

· Documented information necessary to support the operation of processes (clause 4.4).

· The quality policy (clause 5.). 

· The quality objectives (clause 6.2). 

· This documented information is subject to the requirements of clause 7.5.  



b) Documented information maintained by the organization for the purpose of communicating the information necessary for the organization to operate (low level, specific documents). See 4.4. Although ISO 9001:2015 does not specifically requires any of them, examples of documents that can add value to a QMS may include:

· Organization charts

· Process maps, process flow charts and/or process descriptions

· Procedures 

· Work and/or test instructions 

· Specifications 

· Documents containing internal communications

· Production schedules

· Approved supplier lists

· Test and inspection plans

· Quality plans

· Quality manuals

· Strategic plans

· Forms

Where it exists, all such documented information, is also subject to the requirements clause 7.5. 



c) Documented information needed to be retained by the organization for the purpose of providing evidence of result achieved (records). These include: 

· Documented information to the extent necessary to have confidence that the processes are being carried out as planned (clause 4.4).

· Evidence of fitness for purpose of monitoring and measuring resources (clause 7.1.5.1).

· Evidence of the basis used for calibration of the monitoring and measurement resources (when no international or national standards exist) (clause 7.1.5.2). 

· Evidence of competence of person(s) doing work under the control of the organization that affects the performance and effectiveness of the QMS (clause 7.2).

· Results of the review and new requirements for the products and services (clause 8.2.3).

· Records needed to demonstrate that design and development requirements have been met (clause 8.3.2)

· Records on design and development inputs (clause 8.3.3).

· Records of the activities of design and development controls (clause 8.3.4).

· Records of design and development outputs (clause 8.3.5).

· Design and development changes, including the results of the review and the authorization of the changes and necessary actions (clause 8.3.6).

· Records of the evaluation, selection, monitoring of performance and re-evaluation of external providers and any and actions arising from these activities (clause 8.4.1)

· Evidence of the unique identification of the outputs when traceability is a requirement (clause 8.5.2).

· Records of property of the customer or external provider that is lost, damaged or otherwise found to be unsuitable for use and of its communication to the owner (clause 8.5.3).

· Results of the review of changes for production or service provision, the persons authorizing the change, and necessary actions taken (clause 8.5.6).

· Records of the authorized release of products and services for delivery to the customer including acceptance criteria and traceability to the authorizing person(s) (clause 8.6).

· Records of nonconformities, the actions taken, concessions obtained and  the identification of the authority deciding the action in respect of the nonconformity (clause 8.7).

· Results of the evaluation of the performance and the effectiveness of the QMS (clause 911)

· Evidence of the implementation of the audit programme and the audit results (clause 9.2.2).

· Evidence of the results of management reviews (clause 9.3.3).

· Evidence of the nature of the nonconformities and any subsequent actions taken (clause 10.2.2).;

· Results of any corrective action (clause 10.2.2).  


Organizations are free to develop other records that may be needed to demonstrate conformity of their processes, products and services and quality management system. Where it exists, all such records are also subject to the requirements clause 7.5. 



5 	Organizations preparing to implement a QMS

	

For organizations that are in the process of implementing a QMS, and wish to meet the requirements of ISO 9001:2015, the following comments may be useful.



· For organizations that are in the process of implementing or have yet to implement a QMS, ISO 9001:2015 emphasizes a process approach. This includes: 

· determining the processes necessary for the effective implementation of the quality management system

· determining  the interactions between these processes. 

· documenting the processes to the extent necessary to assure their effective operation and control. (It may be appropriate to document the processes using process mapping tools. It is emphasized, however, that documented process mapping tools are not a requirement of ISO 9001:2015). 

· Analysis of the processes should be the driving force for defining the amount of documented information needed for the quality management system, taking into account the requirements of ISO 9001:2015. It should not be the documented information that drives the processes.





6 	Organizations wishing to adapt an existing QMS 



For organizations that currently have a QMS the following comments are intended to assist in understanding the changes to documented information that may be required or facilitated by the transition to ISO 9001:2015: 

· An organization with an existing QMS should not need to rewrite all of its documented information in order to meet the requirements of ISO 9001:2015. This is particularly true if an organization has structured its QMS based on the way it effectively operates, using a process approach.   

· An organization may be able to carry out some simplification and/or consolidation of existing documented information  in order to simplify its QMS.





7 	Demonstrating conformity with ISO 9001:2015



For organizations wishing to demonstrate conformity with the requirements of ISO 9001:2015, for the purposes of certification/registration, contractual, or other reasons, it is important to remember the need to provide evidence of the effective implementation of the QMS.



· Organizations may be able to demonstrate conformity without the need for extensive documented information

· To claim conformity with ISO 9001:2015, the organization has to be able to provide objective evidence of the effectiveness of its processes and its quality management system. Clause 3.8.3 of ISO 9000:2015 defines “objective evidence” as “data supporting the existence or verity of something”aand notes that “objective evidence may be obtained through observation, measurement, test, or other means.” 

· Objective evidence does not necessarily depend on the existence of documented information, except where specifically mentioned in ISO 9001:2015. In some cases, (for example, in clause 8.1 (e) Operational planning and control, it is up to the organization to determine what documented information is necessary in order to provide this objective evidence.  

· Where the organization has no specific documented information for a particular activity, and this is not required by the standard, it is acceptable for this activity to be conducted using as a basis the relevant clause of ISO 9001:2015. In these situations, both internal and external audits may use the text of ISO 9001:2015 for conformity assessment purposes. 
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The International Accreditation Forum, Inc. (IAF) facilitates trade and supports 
regulators by operating a worldwide mutual recognition arrangement among 
Accreditation Bodies (ABs) in order that the results issued by Conformity 
Assessment Bodies (CABs) accredited by IAF members are accepted globally.  


Accreditation reduces risk for business and its customers by assuring that accredited 
Conformity Assessment Bodies (CABs) are competent to carry out the work they 
undertake within their scope of accreditation.  Accreditation Bodies (ABs) that are 
members of IAF and the CABs they accredit are required to comply with appropriate 
international standards and the applicable IAF application documents for the 
consistent application of those standards. 


ABs that are signatories to the IAF Multilateral Recognition Arrangement (MLA) are 
evaluated regularly by an appointed team of peers to provide confidence in the 
operation of their accreditation programs.  The structure and scope of the IAF MLA is 
detailed in IAF PR 4 - Structure of IAF MLA and Endorsed Normative Documents.  


The IAF MLA is structured in five levels: Level 1 specifies mandatory criteria that 
apply to all ABs, ISO/IEC 17011. The combination of a Level 2 activity(ies) and the 
corresponding Level 3 normative document(s) is called the main scope of the MLA, 
and the combination of Level 4 (if applicable) and Level 5 relevant normative 
documents is called a sub-scope of the MLA. 


 The main scope of the MLA includes activities e.g. product certification and 
associated mandatory documents e.g. ISO/IEC 17065. The attestations made 
by CABs at the main scope level are considered to be equally reliable. 


 The sub-scope of the MLA includes conformity assessment requirements e.g. 
ISO 9001 and scheme specific requirements, where applicable, e.g. ISO TS 
22003. The attestations made by CABs at the sub scope level are considered 
to be equivalent. 


The IAF MLA delivers the confidence needed for market acceptance of conformity 
assessment outcomes.  An attestation issued, within the scope of the IAF MLA, by a 
body that is accredited by an IAF MLA signatory AB can be recognized worldwide, 
thereby facilitating international trade. 


 


Issue No 1 
Prepared by: IAF Technical Committee    
Approved by: IAF Members  Date: 30 December 2014 
Issue Date: 12 January 2015                             Application Date: 12 January 2015 
Name for Enquiries:  Elva Nilsen 
           IAF Corporate Secretary 
Telephone: +1 613 454-8159  
Email: secretary@iaf.nu 
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INTRODUCTION TO IAF INFORMATIVE DOCUMENTS 
 


This IAF Informative Document reflects the consensus of IAF members on this 
subject and is intended to support the consistent application of requirements. 
However, being a document for information purposes only, IAF Accreditation Body 
Members, and the Conformity Assessment Bodies (CABs) they accredit, are not 
under any obligation to use or comply with anything in this document. 
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TRANSITION PLANNING GUIDANCE FOR ISO 9001:2015 


1. INTRODUCTION 


This document provides guidance for the transition from ISO 9001:2008 to ISO 
9001:2015 and has been prepared by the International Accreditation Forum (IAF) in 
cooperation with ISO/TC 176/SC 2/WG 23 to provide advice to interested parties on 
transition arrangements to be considered before implementing ISO 9001:2015. 


It identifies activities which should be considered by relevant interested parties and 
increases understanding of the context of ISO 9001:2015. The revision introduces 
significant changes and will be published in September 2015.  


The standard is based on Annex SL of the ISO Directives, a high-level structure 
(HLS) which standardizes sub-clause titles, core text, common terms and core 
definitions to enhance compatibility and alignment with other ISO management 
system standards.  


The main changes in the new version of ISO 9001:2015 are:   


i) The adoption of the HLS as set out in Annex SL of ISO Directives Part 1. 


ii) An explicit requirement for risk-based thinking to support and improve the 
understanding and application of the process approach. 


iii) Fewer prescribed requirements. 


iv) Less emphasis on documents. 


v) Improved applicability for services. 


vi) A requirement to define the boundaries of the QMS. 


vii) Increased emphasis on organizational context. 


viii) Increased leadership requirements. 


ix) Greater emphasis on achieving desired outcomes to improve customer 
satisfaction. 


Relevant interested parties who will benefit from this guidance include: 


i) Organizations certified and/or using ISO 9001:2008. 


ii) Accreditation Bodies (ABs). 


iii) Certification Bodies (CBs). 


iv) Training bodies and consultants. 
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2. TRANSITION 


The International Accreditation Forum (IAF) and the ISO Committee on Conformity 
Assessment (CASCO) have agreed to a three year transition period from the 
publication date of ISO 9001:2015.  


IAF Resolution 2013-15 was passed by the IAF General Assembly in Seoul on 23 
October 2013 endorsing a 3 year transition period to ISO 9001:2015. 


2.1 Validity of certifications to ISO 9001:2008 


ISO 9001:2008 certifications will not be valid after three years from publication of 
ISO 9001:2015. 


The expiry date of certifications to ISO 9001:2008 issued during the transition period 
needs to correspond to the end of the three year transition period.    


 


3. SPECIFIC GUIDANCE FOR INTERESTED PARTIES INVOLVED IN 
CERTIFICATION AND ACCREDITATION  


For any organisation the degree of change necessary will be dependent upon the 
maturity and effectiveness of the current management system, organisational 
structure and practices, therefore an impact analysis/gap assessment is strongly 
recommended in order to identify realistic resource and time implications.  


3.1 Organizations using ISO 9001:2008 


Organizations using ISO 9001:2008 are recommended to take the following actions: 


i) Identify organizational gaps which need to be addressed to meet new 
requirements. 


ii) Develop an implementation plan. 


iii) Provide appropriate training and awareness for all parties that have an 
impact on the effectiveness of the organisation. 


iv) Update the existing quality management system (QMS) to meet the revised 
requirements and provide verification of effectiveness. 


v) Where applicable, liaise with their Certification Body for transition 
arrangements. 


NOTE: Users should be aware that at the Draft International Standard (DIS) stage 
technical changes may still occur, therefore it is recommended that, while 
preparation can be carried out at the DIS stage, significant changes should not be 
implemented until the Final Draft International Standard (FDIS) is issued and the 
technical content is finalized. 
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3.2 Certification Bodies 


CBs are recommended to: 


i) Train their auditors and verify the results to ensure the relevant level of 
competence is demonstrated. 


ii) Communicate regularly with national standards bodies. 


iii) Communicate regularly with ABs. 


iv) Communicate with other CBs to co-ordinate information. 


v) Communicate with existing clients and share guidance on the transition 
process and arrangements for transition. 


vi) Plan the timing of audit and certification activities for the revised standard. 


vii) Consider the stated transition period and current certification period. 


viii) Plan the timing of certification decisions for upgrading certification 
documents. 


ix) Encourage current users of ISO 9001:2008 to implement ISO 9001:2015 at 
an early stage, taking into account any changes that may occur during the 
DIS stage. 


x) Encourage new users to implement ISO 9001:2015. 


xi) Arrange audit schedules for existing client organizations. 


3.3 Accreditation Bodies 


ABs are recommended to: 


i) Inform CBs about the transition process using the appropriate guidance as 
stated in 4.3 and IAF produced documents. 


ii) Plan resources for training and performing assessments to the revised 
standard. 


iii) Check that criteria used to assess auditor competence are adequate for 
auditors verifying compliance to the revised standard. 


iv) Train their assessors and verify the result to ensure the relevant level of 
competence is demonstrated. 


v) Communicate regularly with national standards bodies. 


vi) Communicate regularly with their accredited Certification Bodies. 


vii) Communicate with other Accreditation Bodies to co-ordinate information. 


viii) Plan the timing of assessments and arrange assessment schedules for the 
revised standard. 


ix) Plan the timing of accreditation decisions for upgrading accreditation 
certificates. 
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4.   IAF TRANSITION GUIDANCE 


4.1 Implementation of transition of accredited certification from ISO 
9001:2008 to ISO 9001:2015 


This document is intended to allow for advanced activity in the planning and adoption 
of the new requirements, taking into account changes that may still occur during the 
DIS phase. While planning activities are encouraged during the DIS phase it is 
recommended that organisations should exercise caution as the DIS may still be 
subject to further technical changes until the FDIS is published. 


Evaluation activity undertaken by the CB during the DIS stage cannot be taken 
into account as part of the formal transition process. Any early evaluation 
must be re-assessed and fully verified before transition to ISO 9001:2015. 


4.2 Guidance for Certification Bodies 


4.2.1 General 


CBs are encouraged to start briefing their clients from the DIS stage and can, if 
required, start to perform gap analysis between the client system and the DIS. 


CBs are to keep track of all evaluation activities during the DIS stage for full 
verification at the time of the transition audit to ISO 9001:2015. 


Accredited certifications to ISO 9001:2015 and/or national equivalents should only 
be issued once the CB has been accredited to deliver certification to the new 
standard and after the organization has demonstrated conformance to ISO 
9001:2015. The Certification Body should conduct an audit of each client against 
ISO 9001:2015. Based on the agreement with the certified organizations, CBs can 
conduct transition activities during a routine surveillance, recertification audit or a 
special audit. Where transition audits are carried out in conjunction with scheduled 
surveillance or recertification (i.e. progressive or staged approach), additional time is 
likely to be required to ensure that all activities are covered for the existing and new 
standards.  


4.2.2  Transition Process 


CBs should communicate their transition arrangements to their clients at the earliest 
opportunity. 


It is recommended that this is done at the latter DIS or FDIS stage. CBs are 
recommended to develop transition plans to address the following: 
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i) Training and verification of competence of auditors and other staff. 


 NOTE: CBs are encouraged to commence training at the DIS stage but 
additional training may be required to address any differences between the 
DIS, FDIS and the published standard. 


ii) The CB’s arrangements for communicating with its clients. 


iii) The CB’s arrangements for auditing conformance to the new standard. For 
example, will it be a single visit or a staged approach.  


iv) How the CB will ensure clients’ ongoing conformance to ISO 9001:2008 
through the transition process. 


v) How the CB plans to use the results of any audits conducted against the 
FDIS.  


vi) Action to be taken in respect of clients that have failed to complete the 
transition by three years after the publication of ISO 9001:2015. For 
example, the level of audit necessary for certification to be reinstated. 


The following should be ensured: 


i) All issues that require client action for compliance with the new requirements 
should be clearly identified and raised as documented findings. 


ii) Only when all identified outstanding issues have been appropriately 
addressed and the effectiveness of the management system demonstrated, 
can auditors recommend certification to the published ISO 9001:2015 
standard. 


iii) Records should be available to demonstrate that all prior transition audit 
findings have been evaluated for corrective action and compliance before 
any recommendation for approval to ISO 9001:2015 can be made. 


iv) The CB should ensure that the evaluation of a client’s conformance to the 
new requirements during the transition phase does not interfere with the 
client’s on-going conformance to ISO 9001:2008.   


v) Where evaluation activities have taken place at the FDIS, a review will be 
undertaken by the Decision Maker to ensure the validity of such activity is 
taken into account in the decision process. 


4.3  Guidance for Accreditation Bodies  


Additional visits by ABs to assess solely for the transition to ISO 9001:2015 are not 
normally required. The implementation should, wherever possible, be verified during 
normal scheduled activity, noting that there may be some need for additional 
assessment time. However, additional assessments may be necessary for a CB 
requesting accreditation within an accelerated timeframe. 
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ISO 9001:2015 promotes the need to demonstrate system effectiveness and the 
application of risk-based thinking through the process approach. This may result in 
the need for a variation of auditing techniques, therefore witnessed assessments 
may be necessary as part of the transition programme. 


AB’s should, at the earliest opportunity, communicate their transition arrangements 
and requirements to their accredited CBs.  It is recommended that the transition 
arrangements take account of the following:  


i) Training and verification of competence of assessors and other staff. 


  NOTE: ABs are encouraged to commence training at the FDIS stage but 
additional training may be required to address any differences between the 
FDIS and the published standard. 


ii) Where training has been carried out based on the FDIS, additional training 
may be required should there be any differences between the FDIS and 
final published standard requirements. 


iii) The AB should develop its transition programmes to make full use of 
available time, including carrying out as much activity as possible at the 
FDIS stages in order to enable accreditation for the new standard to be 
available at the earliest opportunity. 


iv) The transition assessment should focus on changes to be implemented by 
CBs as a result of implementing the new standard: primary consideration 
should be given to consistent interpretation of the requirements; 
competence; reporting; and any associated change in audit methodology 
(see note above regarding witnessed assessments). The assessment will 
also review the CB’s transition arrangements for its certified clients. 


 
End of IAF Informative Document Transition planning guidance for ISO 9001:2015  
 


Further Information: 


For further Information on this document or other IAF documents, contact any 
member of IAF or the IAF Secretariat. 


For contact details of members of IAF see the IAF website http://www.iaf.nu. 


 
Secretariat: 
 
IAF Corporate Secretary 
Telephone: +1 613 454-8159 
Email: secretary@iaf.nu 
 



http://www.iaf.nu/
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ISO 9001


Reaping the benefits  
of ISO 9001







ISO 9001 is a standard that sets out 
the requirements for a quality 
management system.  
It helps businesses and organizations 
to be more efficient and improve 
customer satisfaction.







What is a management 
system ?
A management system is a way of defining an organi-
zation’s operations to help it meet its objectives.


So, what is a “ quality ” management 
system ?


A quality management system is a way of defining 
how an organization can meet the requirements of 
its customers and other stakeholders affected by 
its work. Other ISO standards look at other types of 
management systems, such as ISO 14001 for environ-
mental management or the upcoming ISO 45001 for 
occupational health and safety management.
ISO 9001 is based on the idea of continual improve-
ment. It is designed to be flexible enough for use 
by many different types of organization, so does not 
specify what the objectives relating to “ quality ” or 
“ meeting customer needs ” should be. Instead, it 
requires organizations to define these objectives 
themselves and continually improve their processes 
in order to reach them. Once these targets have been 
attained, they must be reassessed… in a quest for 
continual improvement.
A good quality management system can bring ben-
efits to organizations of all sizes and all sectors, from 
the small manufacturer of bicycle parts to a hospital 
employing 5 000 people. In fact, when ISO 9001:2015 
was revised, one of the main improvements was to 
make it accessible to all types of enterprises, includ-
ing service-oriented organizations.







What benefits will it bring  
to my business or organization ?


Implementing a quality management system will help you :
•	 Assess the overall context of your organization to 


define who is affected by your work and what they 
expect from you. This will enable you to clearly 
state your objectives and identify new business 
opportunities.


•	 Put your customers first, making sure you 
consistently meet their needs and enhance their 
satisfaction. This can lead to repeat custom, new 
clients and increased business for your organization.







Work in a more 


efficient way.


•	 Work in a more efficient way as all your processes 
will be aligned and understood by everyone in the 
business or organization. This increases productivity 
and efficiency, bringing internal costs down.


•	 Meet the necessary statutory and regulatory 
requirements.


•	 Expand into new markets, as some sectors and 
clients require ISO 9001 before doing business.


•	 Identify and address the risks associated with 
your organization.







ISO does 


not perform 


certification.


Should I get certified ?


Certification to ISO 9001 is not a require-
ment and you can use the standard to 
improve the way you work without 
being certified. However, third-party 
certification – when an independent 
certification body audits your prac-
tices against the requirements of the 
standard – is a way of signalling to 
your buyers, customers, suppliers and 
other stakeholders that you have imple-
mented the standard properly.
For some companies, however, third-
party certification may be a require-
ment. For example, some governments 
or public bodies may only contract 
suppliers that have been certified to 
ISO 9001.
Although we develop and publish 
the standard, ISO does not perform 
certification. For more information 
about the certification process and 
how to find a certification body, see 
our Website (www.iso.org – “ certifi-
cation ” section) and the publication 
ISO 9001:2015 – How to use it.











ISO 9001 success stories


ISO 9001 is used successfully all over the world. In 2013 alone, 
over one million certificates to the standard were issued across 
187 countries, and many other companies and organizations have 
used the standard without seeking certification.
Success with ISO 9001 can take many forms : for some enterprises, 
it is all about attracting new clients, while others see it as the 
blueprint for internal efficiency.







Sénégalaise Des Eaux
One step ahead  
of customer needs
“ We have been using ISO 9001 since 
2002 and it helps us anticipate 
and meet the needs of our cus-
tomers. At the beginning, the most 
important thing was providing suffi-
cient water for the client. Then, when 
this was satisfied, the focus turned to 
the quality of the water and services. 
Now, we meet with consumer asso-
ciations every six months to ensure 
we can adapt to our customers’ 
needs. At the moment, for example, 
it is all about the diversification of 
payment methods, using mobile 
phones or other services to make 
money transfers.”


Mamadou Dia  
CEO of Sénégalaise Des Eaux


Sénégalaise Des Eaux supplies 
drinking water to approximately  
five million citizens in some  
of the largest towns in Senegal.







Baltika Breweries
Optimizing 
operations
“ Using production systems 
based on ISO 9001, ISO 14001 
and ISO 22000 allows us 
to optimize operations 
between factories and 
better integrate many of the 
companies we have acquired. In 
addition, by asking suppliers to 
implement robust quality man-
agement systems, we ensure 
the ingredients we use are of 
consistently high quality.”


Dr. Isaac Sheps  
CEO of Baltika Breweries  
from 2011 to 2014
Baltika Breweries is a leader in 
the Russian beer market and 
part of the Carlsberg Group.
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ISO 9001:2015 
How to use it







ISO 9001 is a standard that sets  
out the requirements for a quality 
management system.  
It helps businesses and organizations 
to be more efficient and improve 
customer satisfaction.







What benefits will it 
bring to my business  
or organization ?
Implementing a quality management 
system will help you :
•	 Assess the overall context of 


your organization to define who is 
affected by your work and what they 
expect from you. This will enable 
you to clearly state your objectives 
and identify new business 
opportunities.


•	 Put your customers first, making 
sure you consistently meet their 
needs and exceed their expectations. 
This can lead to repeat custom, new 
clients and increased business for your 
organization.


•	 Work in a more efficient way as 
all your processes will be aligned 
and understood by everyone in 
the business or organization. This 
increases productivity and efficiency, 
bringing internal costs down.


•	 Meet the necessary statutory and 
regulatory requirements.


•	 Expand into new markets, as some 
sectors and clients require ISO 9001 
before doing business.


•	 Identify and address the risks 
associated with your organization.







What is quality management all about ?


ISO 9001 builds on seven quality management principles. Following these 
principles will ensure your organization or business is set up to consistently 
create value for its customers. With these seven pillars firmly in place, imple-
menting a quality management system will be much easier.
The seven quality management principles are :


1.	 Customer focus. Meeting – and 
exceeding – customer needs 
is the primary focus of quality 
management and will contribute 
to the long-term success of your 
enterprise. It is important to not 
only attract but also retain the 
confidence of your customers, so 
adapting to their future needs is 
key.


2.	Leadership. Having a unified 
direction or mission that comes 
from strong leadership is essential 
to ensure that everyone in the 
organization understands what 
you are trying to achieve.


3.	Engagement of people. Creating 
value for your customers will be 
easier if you have competent, 
empowered and engaged people 
at all levels of your business or 
organization.


4.	Process approach. Understanding 
activities as processes that link 
together and function as a system 
helps achieve more consistent and 
predictable results. People, teams 
and processes do not exist in a 
vacuum and ensuring everyone 
is familiar with the organization’s 
activities and how they fit together 
will ultimately improve efficiency.







5.	 Improvement. Successful 
organizations have an ongoing 
focus on improvement. Reacting 
to changes in the internal and 
external environment is necessary 
if you want to continue to deliver 
value for your customers. This is of 
paramount importance today when 
conditions evolve so quickly.


6.	Evidence-based decision making. 
Making decisions is never easy 
and naturally involves a degree 
of uncertainty, but ensuring your 
decisions are based on the analysis 
and evaluation of data is more likely 
to produce the desired result.


7.	 Relationship management. 
Today’s businesses and 
organizations do not work in a 
vacuum. Identifying the important 
relationships you have with 
interested parties such as your 
suppliers – and setting out a 
plan to manage them – will drive 
sustained success.


More information on the value 
and benefits of these quality 
management principles, as well as 
some useful tips for putting them 
into practice in your organization, 
can be found in ISO 9000, which 
deals with the fundamentals  
of quality management.







How do I get started ?
There are many ways an organization can 
implement a quality management system. 
In-depth advice is available from a number 
of different resources, including the publica-
tion ISO 9001 for small businesses – What to 
do, but here are a few tips to get you started.
Tip 1 – Define your objectives. Why do you 
want to implement the standard ?
Tip 2 – Make sure senior management is on 
board. It is crucial that everyone – from the 
top down – is supportive of the initiative and 
its objectives. If you are struggling with this, 
publications such as Reaping the benefits of 
ISO 9001 and ISO 9001 : Debunking the myths 
might help.
Tip 3 – Identify your organization’s key pro-
cesses for meeting your objectives as well as 
your customers’ needs. Within each of these 
processes, make sure you understand your 
customers’ requirements and can guarantee 
that these are met – each and every time. This 
will form the basis of your quality manage-
ment system.







How is the standard structured ?
ISO 9001:2015 (the most recent version of the standard) 
is made up of a number of different sections, each con-
centrating on the requirements involved in different 
aspects of a quality management system.
•	 Clause 0-3 – Introduction and scope of the standard
•	 Clause 4 – Context of the organization
•	 Clause 5 – Leadership
•	 Clause 6 – Planning
•	 Clause 7 – Support
•	 Clause 8 – Operation
•	 Clause 9 – Performance evaluation
•	 Clause 10 – Improvement


You can preview the freely available sections  
of the standard on ISO’s Online Browsing Platform  
(www.iso.org/obp).







How can I get certified to the standard ?


There is no obligation to be certified to 
ISO 9001, so a good first step is evaluat-
ing whether certification makes sense 
for your organization. Although certi-
fication might reassure customers that 
your products and services are in line 
with their expectations – and might in 
some cases be a prerequisite to working 
with certain clients – many organiza-
tions benefit from using the standard 
without seeking certification.


If you do opt to get certified, the first 
step is to find a certification body as 
ISO does not perform certification. In 
so doing, you should :
•	 Evaluate several certification bodies.
•	 Check if the certification body 


uses the relevant CASCO standard. 
CASCO (ISO’s Committee on 
conformity assessment) has 
produced a number of standards 
related to the certification process.  
ISO/IEC TS 17021-3:2013 sets out the 
requirements for bodies providing 
audit and certification to quality 
management systems.







What is accreditation ?


Accreditation is the formal recognition 
by an independent party (generally 
known as an “ accreditation body ”) that 
a certification body operates according 
to International Standards – a form of 
certification of the certifying body.


•	 Check that the certification body 
is accredited. Accreditation 
is not compulsory. While 
non-accreditation does 
not necessarily mean an 
organization is not reputable, 
being accredited does provide 
independent confirmation of its 
competence. 


To find an accredited certification body, 
contact the national accreditation body 
in your country or visit the International 
Accreditation Forum.







Other standards  
in the family that  
might help
ISO 9001 is the best known of the ISO stand-
ards on quality, but there are many other 
standards that can help you reap the full 
benefits of a quality management system 
and put customer satisfaction at the heart 
of your business.
A few documents are mentioned here, but 
additional information on the full family of 
quality standards can be found in the bro-
chure Selection and use of the ISO 9000 family 
of standards.
•	 ISO 9000 contains detailed explanations 


of the seven quality management 
principles in addition to many helpful tips 
on how to ensure these are reflected in the 
way you work. It also contains many of 
the terms and definitions used in ISO 9001 
and constitutes a useful companion 
document to help you build a successful 
quality management system.


•	 ISO 9004 provides guidance on how 
to achieve sustained success with your 
quality management system.


•	 ISO 19011 gives guidance for performing 
both internal and external audits to 
ISO 9001. Good internal audits will help 
ensure your quality management system 
delivers on promise and will get you ready 
for an external audit, should you decide to 
seek third-party certification.
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ISO 9001


Moving from 
ISO 9001:2008 


to ISO 9001:2015







ISO 9001 is a standard that sets 


out the requirements for a quality 


management system. It helps businesses 


and organizations to be more efficient 
and improve customer satisfaction.  


A new version of the standard, 


ISO 9001:2015, has just been launched, 


replacing the previous version 


(ISO 9001:2008). 







Why has the standard been revised ?


ISO standards are reviewed every five years and revised if needed. 
This helps ensure they remain useful tools for the marketplace. 
The challenges faced by business and organizations today are very 
different from a few decades ago and ISO 9001 has been updated 
to take this new environment into account. 
For example, increased globalization has changed the way we do 
business and organizations often operate more complex supply 
chains than they did in the past. In addition, there are increased 
expectations from customers and other interested parties and, with 
more access to information, today’s wider society has a stronger 
voice than ever before. ISO 9001 needs to reflect these changes 
in order to remain relevant. 







What are the major differences ?


The most noticeable change to the standard is its new 
structure. ISO 9001:2015 now follows the same overall 
structure as other ISO management system standards (known 
as the High-Level Structure), making it easier for anyone 
using multiple management systems. More information can 
be found in Annex SL of ISO/IEC Directives Part 1 (the rules 
for developing ISO standards). 
Another major difference is the focus on risk-based think-
ing. While this has always been part of the standard, the new 
version gives it increased prominence. More information 
on how to adapt to this risk-based thinking can be found 
on the Website run by ISO/TC 176/SC 2, the group of experts 
behind the standard (www.iso.org/tc176/sc2/public).







What benefits does  
the new version bring ?


The new version of the standard brings the user a number 
of benefits. 
For example, ISO 9001:2015 : 
•	 Puts greater emphasis on leadership engagement
•	 Helps address organizational risks and opportunities 


in a structured manner
•	 Uses simplified language and a common structure and terms, 


which are particularly helpful to organizations using multi-
ple management systems, such as those for the environment, 
health & safety, or business continuity 


•	 Addresses supply chain management more effectively
•	 Is more user-friendly for service and knowledge-based 


organizations







I am currently using 
ISO 9001:2008.  
What should I do ?


The 2015 edition has now replaced the 2008 ver-
sion. Since it has been revised to meet the needs 
of today’s business world, we recommend that you 
update your quality management system to fit the 
new version. 
Every organization is different, so the steps needed 
to adjust your management system are likely to be 
unique to your situation. However, here are some 
tips that will help you get started on the journey.
Tip 1 – Familiarize yourself with the new document. 
While some things have indeed changed, many 
remain the same. A correlation matrix, available 
from ISO/TC 176/SC 2, will help you identify if parts 
of the standard have been moved to other sections. 
Tip 2 – Identify any organizational gaps which need 
to be addressed to meet the new requirements.
Tip 3 – Develop an implementation plan.
Tip 4 – Provide appropriate training and awareness 
for all parties that have an impact on the effectiveness 
of the organization.
Tip 5 – Update your existing quality management 
system to meet the revised requirements. 
Tip 6 – If you are certified to the standard, talk 
to your certification body about transitioning 
to the new version. 







I am certified 
to ISO 9001:2008. 
What should I do ?


If you wish to maintain your certification 
to ISO 9001, you will need to upgrade your 
quality management system to the new edition 
of the standard and seek certification to it. 
You have a three-year transition period from 
the date of publication (September 2015) to move 
to the 2015 version. This means that, after the end 
of September 2018, a certificate to ISO 9001:2008 
will no longer be valid. 


For more details on the differences 
between the 2008 and 2015 


versions of the standard, please refer 
to the Website of ISO/TC 176/SC 2 


(www.iso.org/tc176/sc2/public).
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Debunking 
the myths 


ISO 9001







What is ISO 9001 ?
ISO 9001 is a standard that sets out the 
requirements for a quality management 
system. It helps businesses and organi-
zations be more efficient and improve 
customer satisfaction.


Is it very complicated ?
No. ISO 9001 can seem difficult at 
first but the concepts behind the 
standard are very simple. The seven 
quality management principles are 
a good place to start and will be of 
great help when it comes to defin-
ing your quality management sys-
tem. In addition, a lot of supporting 
information is available from your 
ISO member, the group of experts 
responsible for the standard and 
the ISO Website (www.iso.org).


Isn’t it the preserve of big business ?
No. The standard can be used by any organization, regardless of 
size or type. While small companies may not have staff dedicated 
to quality, they can still enjoy the benefits of implementing the 
standard. Tips for small businesses can be found in the publication 
ISO 9001 for small businesses. What to do, available from your 
ISO member or through the ISO Store.


Isn’t it an old document 
designed for the way 
businesses worked  
in the 1990s ?
First published in 1987, ISO 9001 has 
been around for many years, but it is 
regularly updated to ensure that it remains 
relevant to today’s business environment. 
In its latest version, ISO 9001:2015 incor-
porates elements such as a stronger focus 
on stakeholders and the wider context of 
an organization to fit the evolving needs 
of modern business.
The standard is designed to be flexible 
enough for use by different types of organ-
izations. For this reason, it does not specify 
what the objectives relating to “ quality ” 
or “ meeting customer needs ” should be. 
Instead, it requires organizations to define 
these objectives themselves and continu-
ally improve their processes in order to 
reach them.







Will it help me increase 
my profits ?
ISO 9001 can help bring financial 
benefits in a number of ways :
•	 Using ISO 9001 can increase 


productivity and efficiency, 
thus lowering the costs of an 
organization.


•	 Using ISO 9001 can improve 
customer experience, resulting in 
repeat business, increased sales 
and additional income for your 
business.


•	 Getting certified to ISO 9001 
can enhance your reputation, 
attracting new customers to your 
organization.


Is it very expensive ?
The standard itself is reasonably priced and 
can be purchased from the ISO member 
in your country or through the ISO Store.  
Getting certified to the standard – which is 
not compulsory – will incur extra cost that 
can vary according to the certification body 
you choose and where you are based (ISO 
does not perform certification). Some com-
panies may also decide to use an external 
consultant. This is not strictly necessary, 
however, and a lot of helpful advice can be 
found in supporting publications available 
from ISO and its members.


Isn’t it just for 
manufacturers ?
No, the standard can be used by 
any organization, including service 
providers such as hospitals, banks or 
universities. In fact, the most recent 
version of the standard was specifi-
cally designed to be more accessible 
to organizations outside the manu-
facturing sector.


Does it mean lots of extra 
paperwork ?
Not necessarily ! The standard requires you 
to document a number of things but, actu-
ally, these are relatively limited. Its flexibility 
means that you will be able to find a way of 
using it that fits your organization without 
requiring unnecessary paperwork. 
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What benefits will it bring  
to my business or organization ?
Implementing a quality management system will help you :
•	 Assess the overall context of your organization to define 


who is affected by your work and what they expect from 
you. This will enable you to clearly state your objectives 
and identify new business opportunities.


•	 Put your customers first, making sure you consistently 
meet their needs and enhance their satisfaction. This can 
lead to more repeat custom, new clients and increased 
business for your organization.


•	 Work in a more efficient way as all your processes will 
be aligned and understood by everyone in the business 
or organization. This increases productivity and efficiency, 
bringing internal costs down.


•	 Meet the necessary statutory and regulatory 
requirements.


•	 Expand into new markets, as some sectors and clients 
require ISO 9001 before doing business.


•	 Identify and address the risks associated with 
your organization.
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Mapping ISO 14001:2015 and ISO 14001:2004 
For more information about ISO 14001:2015 and related standards, visit the ISO/TC 207/SC 1 website - 
https://committee.iso.org/tc207sc1  


 


Please note this table is an overview: 


ISO 14001:2015 ISO 14001:2004 


Clause title Clause 
number 


Clause 
number 


Clause title 


Introduction 0 0 Introduction 


Scope 1 1 Scope 


Normative references 2 2 Normative references 


Terms and definitions 3 3 Terms and definitions 


Context of the organization (title 
only) 


4   


  4 Environmental management system 
requirements (title only) 


Understanding the organization and 
its context 


4.1   


Understanding the needs and 
expectations of interested parties 


4.2   


Determining the scope of the 
environmental management system 


4.3 4.1 General requirements 


Environmental management system 4.4 4.1 General requirements 


Leadership (title only) 5   


Leadership and commitment 5.1   


Environmental policy 5.2 4.2 Environmental policy 


Organizational roles, responsibilities 
and authorities 


5.3 4.4.1 
Resources, roles, responsibility and 
authority 


Planning (title only) 6 4.3 Planning (title only) 


Actions to address risks and 
opportunities (title only) 


6.1   


General 6.1.1   


Environmental aspects 6.1.2 4.3.1 Environmental aspects 


Compliance obligations 6.1.3 4.3.2 Legal and other requirements 



http://www.iso.org/iso/home.html
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ISO 14001:2015 ISO 14001:2004 


Clause title Clause 
number 


Clause 
number 


Clause title 


Planning action 6.1.4   


Environmental objectives and 
planning to achieve them (title only) 


6.2 


4.3.3 Objectives, targets and programme(s) Environmental objectives 6.2.1 


Planning actions to achieve 
environmental objectives 


6.2.2 


Support (title only) 7 4.4 
Implementation and operation (title 
only) 


Resources 7.1 4.4.1 
Resources, roles, responsibility and 
authority 


Competence 7.2 
4.4.2 Competence, training and awareness 


Awareness 7.3 


Communication (title only) 7.4 


4.4.3 Communication 
General 7.4.1 


Internal communication 7.4.2 


External communication 7.4.3 


Documented information (title only) 7.5 
4.4.4 Documentation 


General 7.5.1 


Creating and updating 7.5.2 
4.4.5 Control of documents 


4.5.4 Control of records 


Control of documented information 7.5.3 
4.4.5 Control of documents 


4.5.4 Control of records 


Operation (title only) 
8 4.4 Implementation and operation (title 


only) 


Operational planning and control 8.1 4.4.6 Operational control 


Emergency preparedness and 
response 


8.2 4.4.7 
Emergency preparedness and 
response 


Performance evaluation (title only) 9 4.5 Checking (title only) 


Monitoring, measurement, analysis 
and evaluation (title only) 


9.1 4.5.1 


 


Monitoring and measurement 


 
General 9.1.1 
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ISO 14001:2015 ISO 14001:2004 


Clause title Clause 
number 


Clause 
number 


Clause title 


Evaluation of compliance 9.1.2 4.5.2 Evaluation of compliance 


Internal audit (title only) 9.2 


4.5.5 Internal audit General 9.2.1 


Internal audit programme 9.2.2 


Management review 9.3 4.6 Management review 


Improvement (title only) 10   


General 10.1   


Nonconformity and corrective action 10.2 4.5.3 
Nonconformity, corrective action and 
preventive action 


Continual improvement 10.3   


Guidance on the use of this 
International Standard 


Annex A Annex A 
Guidance on the use of this 
International Standard 


Correspondence between 
ISO 14001:2015 and ISO 14001:2004 


Annex B   


  Annex B Correspondence between 
ISO 14001:2004 and ISO 9001:2000 
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ISO 14001:2015 Plan-Do-Check-Act Model 
For more information about ISO 14001:2015 and related standards, visit the ISO/TC 207/SC 1 website - 
https://committee.iso.org/tc207sc1  
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The International Accreditation Forum, Inc. (IAF) facilitates trade and supports regulators by 
operating a worldwide mutual recognition arrangement among Accreditation Bodies (ABs) in 
order that the results issued by Conformity Assessment Bodies (CABs) accredited by IAF 
members are accepted globally.  


Accreditation reduces risk for business and its customers by assuring that accredited 
Conformity Assessment Bodies (CABs) are competent to carry out the work they undertake 
within their scope of accreditation.  Accreditation Bodies (ABs) that are members of IAF and the 
CABs they accredit are required to comply with appropriate international standards and the 
applicable IAF application documents for the consistent application of those standards. 


ABs that are signatories to the IAF Multilateral Recognition Arrangement (MLA) are evaluated 
regularly by an appointed team of peers to provide confidence in the operation of their 
accreditation programs.  The structure and scope of the IAF MLA is detailed in IAF PR 4 - 
Structure of IAF MLA and Endorsed Normative Documents.  


The IAF MLA is structured in five levels: Level 1 specifies mandatory criteria that apply to all 
ABs, ISO/IEC 17011. The combination of a Level 2 activity(ies) and the corresponding Level 3 
normative document(s) is called the main scope of the MLA, and the combination of Level 4 (if 
applicable) and Level 5 relevant normative documents is called a sub-scope of the MLA. 


 The main scope of the MLA includes activities e.g. product certification and associated 
mandatory documents e.g. ISO/IEC 17065. The attestations made by CABs at the 
main scope level are considered to be equally reliable. 


 The sub-scope of the MLA includes conformity assessment requirements e.g. ISO 
14001 and scheme specific requirements, where applicable, e.g. ISO TS 22003. The 
attestations made by CABs at the sub scope level are considered to be equivalent. 


The IAF MLA delivers the confidence needed for market acceptance of conformity assessment 
outcomes.  An attestation issued, within the scope of the IAF MLA, by a body that is accredited 
by an IAF MLA signatory AB can be recognized worldwide, thereby facilitating international 
trade. 


 


Issue No 1 
Prepared by: IAF Technical Committee 
Approved by: IAF Members      Date: 13 February 2015 
Issue Date: 27 February 2015                             Application Date: 27 February 2015 
Name for Enquiries:  Elva Nilsen 
         IAF Corporate Secretary 
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INTRODUCTION TO IAF INFORMATIVE DOCUMENTS 
 


This IAF Informative Document reflects the consensus of IAF members on this subject 
and is intended to support the consistent application of requirements.  However, being a 
document for information purposes only, IAF Accreditation Body Members, and the 
Conformity Assessment Bodies (CABs) they accredit, are not under any obligation to 
use or comply with anything in this document. 
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 TRANSITION PLANNING GUIDANCE FOR ISO 14001:2015  


1  INTRODUCTION 


This document provides guidance for the transition from ISO 14001:2004 to ISO 
14001:2015, and has been prepared by the International Accreditation Forum (IAF) with 
cooperation with ISO/TC 207/SC 1 to provide advice to interested parties on transition 
arrangements to be considered before implementing ISO 14001:2015. 


It identifies activities which should be considered by relevant interested parties and 
increases understanding of the context of ISO 14001:2015. The revision introduces 
significant changes and will be published in September 2015.  


The standard is based on Annex SL of the ISO Directives, a high-level structure (HLS) 
which standardizes sub clause titles, core text, common terms and core definitions to 
enhance compatibility and alignment with other ISO management system standards. 


In addition, the revision shall: 


i. Consider the final report of the ISO/TC 207 SC 1 "Future Challenges for EMS" 
Study Group. 


ii. Ensure the maintenance and improvement of the basic principles of ISO 
14001: 2004, and also the retention and improvement of its existing 
requirements. 


ISO / TC207 / SC1 on its website - www.iso.org/iso/tc207sc1home  – provides regular 
information notes on the revision of ISO 14001. 


What are the emerging changes? 


Strategic Environmental Management – There is an increased prominence of 
environmental management within the organization’s strategic planning processes. A 
new requirement to understand the organization’s context has been incorporated to 
identify and leverage opportunities for the benefit of both the organization and the 
environment. Particular focus is on issues or changing circumstances related to the 
needs and expectations of interested parties (including regulatory requirements) and 
local, regional or global environmental conditions that can affect, or be affected by, the 
organization. Once identified as a priority, actions to mitigate adverse risk or exploit 
beneficial opportunities are integrated in the operational planning of the environmental 
management system. 



http://www.iso.org/iso/tc207sc1home
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Leadership – To ensure the success of the system, a new clause has been added that 
assigns specific responsibilities for those in leadership roles to promote environmental 
management within the organization.  


Protecting the environment – The expectation on organizations has been expanded to 
commit to proactive initiatives to protect the environment from harm and degradation, 
consistent with the context of the organization. The revised text does not define ‘protect 
the environment’ but it notes that it can include prevention of pollution, sustainable 
resource use, climate change mitigation and adaptation, protection of biodiversity and 
ecosystems, etc. 


Environmental performance – There is a shift in emphasis with regard to continual 
improvement, from improving the management system to improving environmental 
performance. Consistent with the organization’s policy commitments the organization 
would, as applicable, reduce emissions, effluents and waste to levels set by the 
organization. 


Lifecycle thinking – In addition to the current requirement to manage environmental 
aspects associated with procured goods and service, organizations will need to extend 
their control and influence to the environmental impacts associated with product use 
and end-of-life treatment or disposal. This does not imply a requirement to do a life 
cycle assessment. 


Communication – The development of a communications strategy with equal emphasis 
on external and internal communications has been added. This includes a requirement 
on communicating consistent and reliable information, and establishing mechanisms for 
persons working under the organization's control to make suggestions on improving the 
environmental management system. The decision to communicate externally is retained 
by the organization but the decision needs to take into account information reporting 
required by regulatory agencies and the expectations of other interested parties. 


Documentation – Reflecting the evolution of computer and cloud based systems for 
running management systems, the revision incorporates the term ‘documented 
information’, instead of ‘documents’ and ‘records’. To align with ISO 9001, the 
organization will retain the flexibility to determine when ‘procedures’ are needed to 
ensure effective process control. 







IAF ID 10:2015 International Accreditation Forum, Inc.  


Issue 1 Transition Planning Guidance for ISO 14001:2015 Page 7 of 13 


 
 


 


 


   


Issued: 27 February 2015   Application Date: 27 February 2015 IAF ID 10:2015, Issue 1 


   © International Accreditation Forum, Inc. 2015 


 


What happened to PDCA? 


The standard links the Annex SL structure and the ISO 14001 PDCA model as per 
illustration below. 


 
 


 
2  TRANSITION 


The International Accreditation Forum (IAF) and the ISO Committee on Conformity 
Assessment (CASCO) have agreed to a three year transition period from the publication 
date of ISO 14001:2015.  


IAF Resolution 2014-11 was passed by the IAF General Assembly in Vancouver on 17 
October 2014 endorsing a 3 year transition period to ISO 14001:2015. 


2.1 Validity of certifications to ISO 14001:2004 


ISO 14001:2004 certifications will not be valid after three years from the publication of 
ISO 14001:2015. 


The expiry date of certification to ISO 14001:2004 issued during the transition period 
needs to correspond to the end of the three year transition period. 
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3.  SPECIFIC GUIDANCE FOR INTERESTED PARTIES INVOLVED IN 
CERTIFICATION AND ACCREDITATION  


For any organisation the degree of change necessary will be dependent upon the 
maturity and effectiveness of the current management system, organisational structure 
and practices, therefore an impact analysis/gap assessment is strongly recommended 
in order to identify realistic resource and time implications.  


3.1. Organizations using ISO 14001:2004 


Organizations using ISO 14001:2004 are recommended to take the following actions: 


i. Identify organizational gaps which need to be addressed to meet new 
requirements. 


ii. Develop an implementation plan. 


iii. Provide appropriate training and awareness for all parties that have an impact 
on the effectiveness of the organisation. 


iv. Update the existing environmental management system (EMS) to meet the 
revised requirements and provide verification of effectiveness. 


v. Where applicable, liaise with their Certification Body for transition 
arrangements. 


 
NOTE: Users should be aware that at the Draft International Standard (DIS) stage technical 
changes may still occur, therefore it is recommended that, while preparation can be carried out 
at the DIS stage, significant changes should not be implemented until the Final Draft 
International Standard (FDIS) is issued and the technical content is finalized. 
 
3.2 Certification Bodies 
 
CBs are recommended to: 


i. Train auditors and verify the result to ensure the relevant level of competence 
is demonstrated. 


ii. Communicate regularly with national standards bodies. 


iii. Communicate regularly with ABs. 


iv. Communicate with other CBs to co-ordinate information. 


v. Communicate with existing clients and share guidance on the transition 
process and arrangements for transition. 


vi. Plan the timing of audit and certification activities for the revised standard. 
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vii. Consider the stated transition period and current certification period. 


viii. Plan the timing of certification decisions for upgrading certification documents. 


ix. Encourage current users of ISO 14001:2004 to implement ISO 14001:2015 at 
an early stage, taking into account any changes that may occur during the DIS 
stage. 


x. Encourage new users to implement ISO 14001:2015. 


xi. Arrange audit schedules for existing client organizations. 


3.3 Accreditation Bodies 


ABs are recommended to: 


i. Inform CBs about the transition process using the appropriate guidance as 
stated in 4.3 and IAF produced documents. 


ii. Plan resources for training and performing assessments to the revised 
standard. 


iii. Check that criteria used to assess auditor competence are adequate for 
auditors verifying conformity to the revised standard. 


iv. Train their assessors and verify the result to ensure the relevant level of 
competence is demonstrated. 


v. Communicate regularly with national standards bodies. 


vi. Communicate regularly with their accredited Certification Bodies. 


vii. Communicate with other Accreditation Bodies to co-ordinate information. 


viii. Plan the timing of assessments and arrange assessment schedules for the 
revised standard. 


ix. Plan the timing of accreditation decisions for upgrading accreditation 
certificates. 
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4  IAF TRANSITION GUIDANCE 


4.1 Implementation of transition of accredited certification from ISO 14001:2004 
to ISO 14001:2015 
 
This document is intended to allow for advanced activity in the planning and adoption of 
the new requirements, taking into account changes that may still occur during the DIS 
phase. While planning activities are encouraged during the DIS phase it is 
recommended that organisations should exercise caution as the DIS may still be subject 
to further technical changes until the FDIS is published. 
 
Evaluation activity undertaken by the CB during the DIS stage cannot be taken 
into account as part of the formal transition process. Any early evaluation must 
be re-assessed and fully verified before transition to ISO 14001:2015. 


4.2 Guidance for Certification Bodies 


4.2.1  General 


CBs are encouraged to start briefing their clients from the DIS stage and can, if 
required, start to perform gap analysis between the client system and the DIS. 


CBs are to keep track of all evaluation activities during the DIS stage for full verification 
after at the time of the transition audit to ISO 14001:2015. 


Accredited certifications to ISO 14001:2015 and/or national equivalents should only be 
issued once the CB has been accredited to deliver certification to the new standard and 
after the organisation has demonstrated conformance to ISO 14001:2015. The 
Certification Body should conduct an audit of each client against ISO 14001:2015.  
Based on the agreement with the certified organizations, CBs can conduct transition 
activities during a routine surveillance, recertification audit or a special audit. Where 
transition audits are carried out in conjunction with scheduled surveillance or 
recertification (i.e. progressive or staged approach), additional time is likely to be 
required to ensure that all activities are covered for the existing and new standards. 


4.2.2  Transition Process 


CBs should communicate their transition arrangements to their clients at the earliest 
opportunity.   
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It is recommended that this is done at the latter DIS or FDIS stage. CBs are 
recommended to develop transition plans to address the following: 


i. Training and verification of competence of auditors and other staff. 


NOTE: CBs are encouraged to commence training at the DIS stage but additional 
training may be required to address any differences between the DIS, FDIS and the 
published standard. 


ii. The CB’s arrangements for communicating with its clients. 


iii. The CB’s arrangements for auditing conformance to the new standard. For 
example, will it be a single visit or a staged approach. 


iv. How the CB will ensure clients’ ongoing conformance to ISO 14001:2004 
through the transition process. 


v. How the CB plans to use the results of any audits conducted against the FDIS. 


vi. Action to be taken in respect of clients that have failed to complete the 
transition by three years after the publication of ISO 14001:2015. For example, 
the level of audit necessary for certification to be reinstated. 


The following should be ensured: 


i. All issues that require client action for conformity with the new requirements 
should be clearly identified and raised as documented findings. 


ii. Only when all identified outstanding issues have been appropriately addressed 
and the effectiveness of the management system demonstrated, can auditors 
recommend certification to the published ISO 14001:2015 standard. 


iii. Records should be available to demonstrate that all prior transition audit 
findings have been evaluated for corrective action and conformity before any 
recommendation for approval to ISO 14001:2015 can be made. 


iv. The CB should ensure that the evaluation of a client’s conformance to the new 
requirements during the transition phase does not interfere with the client’s on-
going conformance to ISO 14001:2004. 


v. Where evaluation activities have taken place at the FDIS, a review will be 
undertaken by the Decision Maker to ensure the validity of such activity is 
taken into account in the decision process. 
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4.3  Guidance for Accreditation Bodies  


Additional visits by ABs to assess solely for the transition to ISO 14001:2015 are not 
normally required. The implementation should, wherever possible, be verified during 
normal scheduled activity, noting that there may be some need for additional 
assessment time. However, additional assessments may be necessary for a CB 
requesting accreditation within an accelerated timeframe. 


ISO 14001:2015 promotes the need to demonstrate system effectiveness and the 
application of risk-based thinking through the process approach. This may result in the 
need for a variation of auditing techniques, therefore witnessed assessments may be 
necessary as part of the transition programme. 


AB’s should, at the earliest opportunity, communicate their transition arrangements and 
requirements to their accredited CBs. It is recommended that the transition 
arrangements take account of the following:  


i. Training and verification of competence of assessors and other staff. 


  NOTE: ABs are encouraged to commence training at the FDIS stage but additional 
training may be required to address any differences between the FDIS and the 
published standard. 


ii. Where training has been carried out based on the FDIS, additional training 
may be required should there be any differences between the FDIS and final 
published standard requirements. 


iii. The AB should develop its transition programmes to make full use of available 
time, including carrying out as much activity as possible at the FDIS stages in 
order to enable accreditation for the new standard to be available at the 
earliest opportunity. 


iv. The transition assessment should focus on changes to be implemented by 
CBs as a result of implementing the new standard: primary consideration 
should be given to consistent interpretation of the requirements; competence; 
reporting, and any associated change in audit methodology (see note above 
regarding witnessed assessments). The assessment will also review the CB’s 
transition arrangements for its certified clients. 


 
End of IAF Informative Document Transition planning guidance for ISO 14001:2015  
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Further Information: 


For further Information on this document or other IAF documents, contact any member 
of IAF or the IAF Secretariat. 


For contact details of members of IAF see the IAF website http://www.iaf.nu. 


Secretariat: 


IAF Corporate Secretary 
Telephone: +1 613 454-8159 
Email: secretary@iaf.nu 



http://www.iaf.nu/
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Introduction to  
ISO 14001:2015


ISO 14001







ISO 14001 is an internationally agreed 
standard that sets out the requirements for 
an environmental management system. 
It helps organizations improve their 
environmental performance through more 
efficient use of resources and reduction of 
waste, gaining a competitive advantage 
and the trust of stakeholders.







What is an environmental 
management system ?
An environmental management system helps 
organizations identify, manage, monitor 
and control their environmental issues in a 
“ holistic ” manner.
Other ISO standards that look at different types of 
management systems, such as ISO 9001 for quality 
management and ISO 45001 for occupational 
health and safety, all use a High-Level Structure. 
This means that ISO 14001 can be integrated easily 
into any existing ISO management system.
ISO 14001 is suitable for organizations of all types 
and sizes, be they private, not-for-profit or govern-
mental. It requires that an organization considers 
all environmental issues relevant to its opera-
tions, such as air pollution, water and sewage 
issues, waste management, soil contamination, 
climate change mitigation and adaptation, and 
resource use and efficiency.
Like all ISO management system standards, 
ISO 14001 includes the need for continual 
improvement of an organization’s systems 
and approach to environmental concerns. The 
standard has recently been revised, with key 
improvements such as the increased promi-
nence of environmental management within 
the organization’s strategic planning processes, 
greater input from leadership and a stronger 
commitment to proactive initiatives that boost 
environmental performance. 







What benefits will it bring  
to my business or organization ?


There are many reasons why an organization should take a strategic approach to 
improving its environmental performance. Users of the standard have reported that 
ISO 14001 helps :


•	 Demonstrate compliance with 
current and future statutory and 
regulatory requirements


•	 Increase leadership involvement and 
engagement of employees


•	 Improve company reputation and 
the confidence of stakeholders 
through strategic communication


•	 Achieve strategic business aims by 
incorporating environmental issues 
into business management


•	 Provide a competitive and financial 
advantage through improved 
efficiencies and reduced costs


•	 Encourage better environmental 
performance of suppliers 
by integrating them into the 
organization’s business systems







Why was ISO 14001 
revised ?
All ISO standards are reviewed and 
revised regularly to make sure they 
remain relevant to the marketplace. 
ISO 14001:2015 will respond to the 
latest trends, including the increasing 
recognition by companies of the need to 
factor in both external and internal ele-
ments that influence their environmen-
tal impact, such as climate volatility 
and the competitive context in which 
they work. The changes also ensure 
that the standard is compatible with 
other management system standards. 


All ISO standards are revised 


regularly to make sure they 


remain relevant.







ISO 14001 requires  


a greater commitment 


from leadership.


What are the key 
improvements ?
ISO 14001:2015 now requires :
•	 Environmental management to 


be more prominent within the 
organization’s strategic direction


•	 A greater commitment from leadership
•	 The implementation of proactive 


initiatives to protect the environment 
from harm and degradation, such as 
sustainable resource use and climate 
change mitigation


•	 A focus on life-cycle thinking to ensure 
consideration of environmental 
aspects from development to 
end-of-life


•	 The addition of a stakeholder-focused 
communication strategy


It also allows for easier integration into 
other management systems thanks to the 
same structure, terms and definitions. 







I am certified to  
ISO 14001:2004.  
What does this mean 
for me ?
Organizations are granted a three-
year transition period once the revi-
sion has been published to migrate 
to the new edition of the standard. 
After this period, if third-party cer-
tification is desired, you will have to 
seek certification to the new version. 


For further information and guidance, 
refer to the International Accreditation 
Forum’s transition planning guidance 
document at www.iaf.nu.







ISO does 


not perform 


certification.


Should I be certified  
to ISO 14001 ?


Accredited certification to ISO 14001 is not 
a requirement, and organizations can reap 
many of the benefits from using the stand-
ard without going through the accredited 
certification process.
However, third-party certification –  where 
an independent certification body audits 
your practices against the requirements of 
the standard – is a way of signalling to your 
buyers, customers, suppliers and other 
stakeholders that you have implemented 
the standard properly. What’s more, for 
some organizations, it helps to show 
how they meet regulatory or contractual 
requirements.
Although we develop and publish stand-
ards, ISO does not perform certification. 
For more information about the certifica-
tion process and how to find a certifica-
tion body, please visit the “certification” 
section on our Website (www.iso.org).







How do I get started  
with ISO 14001:2015 ?


A number of resources, including The 
ISO 14001 checklist for small business, provide 
detailed guidance on how to use the standard, 
but here are a few tips to get you started:
Tip 1 – Define your objectives. What do you 
want to achieve with this standard ?
Tip 2 – Get the buy-in from senior manage-
ment. It is essential that the leaders of your 
organization support the objectives of an effec-
tive environmental management system and 
are committed to the process.
Tip 3 – Get a good overview of existing pro-
cesses and systems that are relevant to your 
environmental impact. This will form the basis 
of your environmental management system 
and allow you to more easily identify any gaps.







Other standards  
in the family that  
might help
The ISO 14000 family comprises a 
number of standards that comple-
ment ISO 14001, some of which are 
listed below. You can also find more 
information in the brochure Environ-
mental management – The ISO 14000 
family of International Standards, a 
basic introduction to the ISO 14000 
series of standards.
•	 ISO 14004 provides guidance 


on the establishment, 
implementation, maintenance 
and improvement of an 
environmental management 
system and its coordination with 
other management systems. 


•	 ISO 14006 is intended to be 
used by those organizations 
that have implemented an 
environmental management 
system in accordance with 
ISO 14001, but can help 
integrate eco-design into other 
management systems.


•	 ISO 14064-1 specifies principles 
and requirements at the 
organizational level for the 
quantification and reporting of 
greenhouse gas (GHG) emissions 
and removal. 
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ISO 14001  
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ISO 14001 is an internationally agreed 
standard that sets out the requirements for 
an environmental management system. 
It helps organizations improve their 
environmental performance through more 
efficient use of resources and reduction of 
waste, gaining a competitive advantage 
and the trust of stakeholders.







What is an environmental 
management system ?
An environmental management system helps 
organizations identify, manage, monitor 
and control their environmental issues in a 
“ holistic ” manner.
Other ISO standards that look at different types 
of management systems, such as ISO 9001 for 
quality management and ISO 45001 for occu-
pational health and safety, all use a High-
Level Structure. This means that ISO 14001 
can be integrated easily into any existing ISO 
management system.
ISO 14001 is suitable for organizations of all 
types and sizes, be they private, not-for-profit 
or governmental. It requires that an organiza-
tion considers all environmental issues rel-
evant to its operations, such as air pollution, 
water and sewage issues, waste management, 
soil contamination, climate change mitiga-
tion and adaptation, and resource use and 
efficiency.
Like all ISO management system standards, 
ISO 14001 includes the need for continual 
improvement of an organization’s systems 
and approach to environmental concerns. 
The standard has recently been revised, with 
key improvements such as the increased 
prominence of environmental management 
within the organization’s strategic planning 
processes, greater input from leadership and 
a stronger commitment to proactive initiatives 
that boost environmental performance. 







What benefits will it bring  
to my business or organization ?


There are many reasons why an organization should 
take a strategic approach to improving its environmental 
performance. Users of the standard have reported that 
ISO 14001 helps :
•	 Demonstrate compliance with current and future 


statutory and regulatory requirements
•	 Increase leadership involvement and engagement 


of employees
•	 Improve company reputation and the confidence 


of stakeholders through strategic communication
•	 Achieve strategic business aims by incorporating 


environmental issues into business management
•	 Provide a competitive and financial advantage 


through improved efficiencies and reduced costs
•	 Encourage better environmental performance 


of suppliers by integrating them into the 
organization’s business systems


Encourage better environmental 


performance of suppliers.











ISO does 


not perform 


certification.


Should I be certified 
to ISO 14001 ?
Accredited certification to ISO 14001 is 
not a requirement, and organizations 
can reap many of the benefits from 
using the standard without going 
through the accredited certification 
process.
However, third-party certification –  
where an independent certification 
body audits your practices against 
the requirements of the standard – is 
a way of signalling to your buyers, 
customers, suppliers and other stake-
holders that you have implemented 
the standard properly. What’s more, 
for some organizations, it helps to 
show how they meet regulatory or 
contractual requirements.
Although we develop and publish 
standards, ISO does not perform cer-
tification. For more information about 
the certification process and how to 
find a certification body, please visit 
the “certification” section on our Web-
site (www.iso.org).











Examples of success with ISO 14001 
Organizations using ISO 14001 have found success across 
a range of areas, including reduced energy and water con-
sumption, a more systematic approach to legal compliance 
and an improved overall environmental performance.







Premier Foods
Enhancing relationships  
with stakeholders and staff
“Since 2001, we have used ISO 14001 to 
make big improvements such as increasing 
our organization’s recycling rate. We have 
now been at “zero landfill” since March 2013 
and are recycling and reusing 100 % of our 
site wastes. We have continued to improve 
our relationship with neighbours because 
we have the processes in place to respond 
quickly to any concerns. Among other 
benefits, our processes and the appoint-
ment of Green Matters Champions ensure 
that staff are environmentally engaged and 
aware of the site’s potential impact on the 
environment.”


Richard Giles 
Premier Foods, UK







UPCON Corporation
Boosting confidence  
and competitivity
“ UPCON provides services to lift up sunken concrete 
floors using its unique UPCON method. Achieving 
certification to ISO 14001 in 2008 allowed us to 
document effectively the details of our method for 
all staff to share and standardize the quality of work 
at every site. 
In addition to boosting our competitiveness through 
more accurate quality control, ISO 14001 also 
strengthens our confidence in our method by dem-
onstrating that it produces 90 % less CO2 emissions 
when compared to concrete replacement. What’s 
more, since our certification, staff engagement and 
motivation have increased, safe in the knowledge 
that they are contributing positively to the environ-
ment through our products and services.”


Nobukazu Matsudo  
UPCON, Japan
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The revision of ISO 14001:2015 uses ISO Directives Annex SL common terms and core definitions* as well as terms and definitions that are 
specific to environmental management. This document sets out in a tabular form the comparison between the terms and definitions in ISO 
14001:2015, those in ISO 14001:2004, as well as those in Annex SL, and notes the differences. 
 
In accordance with ISO rules for the structure and drafting of International Standards, the terms and definitions in ISO 14001:2015 are arranged 
in conceptual order relevant to an environmental management system. The numbering of definitions in Annex SL and ISO 14001:2015 is not the 
same since the conceptual order is not the same.  
 
ISO 14001:2015 includes at the end of the document the alphabetic listing of definitions in English or – if translated – in the language of the 
translated version. 
 
The document is available for free download on SC1 website https://committee.iso.org/tc207sc1     
 
This document cannot be relied on by organizations seeking accredited certification when it migrates from ISO 14004:2004 to ISO 14001:2015. 
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Definition in 
ISO 14001:2015  


Definition in 
ISO 14001:2004 


Definition in 
Annex SL, May 2015* 


3.1 Terms related to organization and 
leadership  


  


3.1.1 
management system 
set of interrelated or interacting elements of 
an organization (3.1.4) to establish policies 
and objectives (3.2.5) and processes (3.3.5) 
to achieve those objectives 
 
Note 1 to entry: A management system can 
address a single discipline or several 
disciplines (e.g. quality, environment, 
occupational health and safety, energy, 
financial management). 
 
Note 2 to entry: The system elements include 
the organization’s structure, roles and 
responsibilities, planning and operation, 
performance evaluation and improvement. 
 
Note 3 to entry: The scope of a management 
system can include the whole of the 
organization, specific and identified functions 
of the organization, specific and identified 
sections of the organization, or one or more 
functions across a group of organizations. 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.4).  
 
The original definition has been 
modified by modifying Notes 1 and 2 to 
entry 
 


3.1.2 
environmental management system 
part of the management system (3.1.1) used 
to manage environmental aspects (3.2.2), 
fulfil compliance obligations (3.2.9), and 
address risks and opportunities (3.2.11) 


3.8 
environmental management system (EMS) 
part of an organization's (3.16) management 
system used to develop and implement its 
environmental policy (3.11) and manage its 
environmental aspects (3.6) 
 
NOTE 1 A management system is a set of 


None 
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Definition in 
ISO 14001:2015  


Definition in 
ISO 14001:2004 


Definition in 
Annex SL, May 2015* 


interrelated elements used to establish policy 
and objectives and to achieve those 
objectives. 
 
NOTE 2 A management system includes 
organizational structure, planning activities, 
responsibilities, practices, procedures (3.19), 
processes and resources. 


3.1.3 
environmental policy 
intentions and direction of an organization 
(3.1.4) related to environmental performance 
(3.4.11), as formally expressed by its top 
management (3.1.5) 


3.11 
environmental policy 
overall intentions and direction of an 
organization (3.16) related to its 
environmental performance (3.10) as formally 
expressed by top management 
 
NOTE The environmental policy provides a 
framework for action and for the setting of 
environmental objectives (3.9) and 
environmental targets (3.12). 


This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.7). 
 
The original term has been modified 
from “policy” to “environmental policy”, 
and the original definition has been 
modified by adding the phrase “related 
to environmental performance”. 


3.1.4 
organization 
person or group of people that has its own 
functions with responsibilities, authorities and 
relationships to achieve its objectives (3.2.5) 
 
Note 1 to entry: The concept of organization 
includes, but is not limited to sole-trader, 
company, corporation, firm, enterprise, 
authority, partnership, charity or institution, or 
part or combination thereof, whether 
incorporated or not, public or private. 


3.16 
organization 
company, corporation, firm, enterprise, 
authority or institution, or part or combination 
thereof, whether incorporated or not, public or 
private, that has its own functions and 
administration 
 
NOTE For organizations with more than one 
operating unit, a single operating unit may be 
defined as an organization. 


This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.1). 
 


3.1.5 
top management 
person or group of people who directs and 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
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Definition in 
ISO 14001:2015  


Definition in 
ISO 14001:2004 


Definition in 
Annex SL, May 2015* 


controls an organization (3.1.4) at the highest 
level 
 
Note 1 to entry: Top management has the 
power to delegate authority and provide 
resources within the organization. 
 
Note 2 to entry: If the scope of the 
management system (3.1.1) covers only part 
of an organization, then top management 
refers to those who direct and control that 
part of the organization. 


Annex SL* (3.5).  


3.1.6 
interested party 
person or organization (3.1.4) that can affect, 
be affected by, or perceive itself to be 
affected by a decision or activity 
 
Note 1 to entry: To “perceive itself to be 
affected” means the perception has been 
made known to the organization. 
EXAMPLE Customers, communities, 
suppliers, regulators, non-governmental 
organizations, investors and employees. 
 


3.13 
interested party 
person or group concerned with or affected 
by the environmental performance (3.10) of 
an organization (3.16) 


This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.2). 
 
The original definition has been 
modified by omitting the admitted term 
“stakeholder” and by adding Note 1 to 
entry and the Example. 
 
 


3.2 Terms related to planning  
 


  


3.2.1 
environment 
surroundings in which an organization (3.1.4) 
operates, including air, water, land, natural 
resources, flora, fauna, humans and their 
interrelationships 
 


3.5 
environment 
surroundings in which an organization (3.16) 
operates, including air, water, land, natural 
resources, flora, fauna, humans, and their 
interrelation 
 


None 
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Note 1 to entry: Surroundings can extend 
from within an organization to the local, 
regional and global system. 
 
Note 2 to entry: Surroundings can be 
described in terms of biodiversity, 
ecosystems, climate or other characteristics. 


NOTE Surroundings in this context extend 
from within an organization (3.16) to the 
global system. 


3.2.2 
environmental aspect 
element of an organization's (3.1.4) activities 
or products or services that interacts or can 
interact with the environment (3.2.1) 
 
Note 1 to entry: An environmental aspect can 
cause (an) environmental impact(s) (3.2.4). A 
significant environmental aspect is one that 
has or can have one or more significant 
environmental impact(s). 
 
Note 2 to entry: Significant environmental 
aspects are determined by the organization 
applying one or more criteria. 


3.6 
environmental aspect 
element of an organization's (3.16) activities 
or products or services that can interact with 
the environment (3.5) 
 
NOTE A significant environmental aspect has 
or can have a significant environmental 
impact (3.7). 


None 


3.2.3 
environmental condition 
state or characteristic of the environment 
(3.2.1) as determined at a certain point in 
time 


None  None 


3.2.4 
environmental impact 
change to the environment (3.2.1), whether 
adverse or beneficial, wholly or partially 
resulting from an organization's (3.1.4) 
environmental aspects (3.2.2) 


3.7 
environmental impact 
any change to the environment (3.5), whether 
adverse or beneficial, wholly or partially 
resulting from an organization's (3.16) 
environmental aspects (3.6) 
 


None 
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3.2.5 
objective 
result to be achieved 
 
Note 1 to entry: An objective can be 
strategic, tactical, or operational. 
 
Note 2 to entry: Objectives can relate to 
different disciplines (such as financial, health 
and safety, and environmental goals) and 
can apply at different levels (such as 
strategic, organization-wide, project, product, 
service and process (3.3.5)). 
 
Note 3 to entry: An objective can be 
expressed in other ways, e.g. as an intended 
outcome, a purpose, an operational criterion, 
as an environmental objective (3.2.6), or by 
the use of other words with similar meaning 
(e.g. aim, goal, or target). 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.8).  
 
The original definition has been 
modified by modifying Note 2 to entry 
and adding Note 3 to entry. 
 
. 


3.2.6 
environmental objective 
objective (3.2.5) set by the organization 
(3.1.4) consistent with its environmental 
policy (3.1.3) 


3.9 
environmental objective 
overall environmental goal, consistent with 
the environmental policy (3.11), that an 
organization (3.16) sets itself to achieve 


None 


3.2.7 
prevention of pollution 
use of processes (3.3.5), practices, 
techniques, materials, products, services or 
energy to avoid, reduce or control (separately 
or in combination) the creation, emission or 
discharge of any type of pollutant or waste, in 
order to reduce adverse environmental 
impacts (3.2.4) 


3.18 
prevention of pollution 
use of processes, practices, techniques, 
materials, products, services or energy to 
avoid, reduce or control (separately or in 
combination) the creation, emission or 
discharge of any type of pollutant or waste, in 
order to reduce adverse environmental 
impacts (3.7) 


None 
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Note 1 to entry: Prevention of pollution can 
include source reduction or elimination; 
process, product or service changes; efficient 
use of resources; material and energy 
substitution; reuse; recovery; recycling, 
reclamation; or treatment. 


 
NOTE Prevention of pollution can include 
source reduction or elimination, process, 
product or service changes, efficient use of 
resources, material and energy substitution, 
reuse, recovery, recycling, reclamation and 
treatment. 


3.2.8 
requirement 
need or expectation that is stated, generally 
implied or obligatory 
 
Note 1 to entry: “Generally implied” means 
that it is custom or common practice for the 
organization (3.1.4) and interested parties 
(3.1.6) that the need or expectation under 
consideration is implied. 
 
Note 2 to entry: A specified requirement is 
one that is stated, for example in 
documented information (3.3.2). 
 
Note 3 to entry: Requirements other than 
legal requirements become obligatory when 
the organization decides to comply with 
them. 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.3).  
 
The original definition has been 
modified by adding Note 3 to entry. 
 


3.2.9 
compliance obligations (preferred term) 
legal requirements and other requirements 
(admitted term) 
legal requirements (3.2.8) that an 
organization (3.1.4) has to comply with and 
other requirements that an organization has 
to or chooses to comply with 


None None 
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Note 1 to entry: Compliance obligations are 
related to the environmental management 
system (3.1.2). 
 
Note 2 to entry: Compliance obligations can 
arise from mandatory requirements, such as 
applicable laws and regulations, or voluntary 
commitments, such as organizational and 
industry standards, contractual relationships, 
codes of practice and agreements with 
community groups or non-governmental 
organizations. 
 


3.2.10 
risk 
effect of uncertainty 
 
Note 1 to entry: An effect is a deviation from 
the expected — positive or negative. 
 
Note 2 to entry: Uncertainty is the state, even 
partial, of deficiency of information related to, 
understanding or knowledge of, an event, its 
consequence, or likelihood. 
 
Note 3 to entry: Risk is often characterized 
by reference to potential “events” (as defined 
in ISO Guide 73:2009, 3.5.1.3) and 
“consequences” (as defined in 
ISO Guide 73:2009, 3.6.1.3), or a 
combination of these. 
 
Note 4 to entry: Risk is often expressed in 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.9). 
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terms of a combination of the consequences 
of an event (including changes in 
circumstances) and the associated 
“likelihood” (as defined in 
ISO Guide 73:2009, 3.6.1.1) of occurrence. 


3.2.11 
risks and opportunities 
potential adverse effects (threats) and 
potential beneficial effects (opportunities) 
 
 


None None 


3.3 Terms related to support and 
operation 


  


3.3.1 
competence 
ability to apply knowledge and skills to 
achieve intended results 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.10). 


3.3.2 
documented information 
information required to be controlled and 
maintained by an organization (3.1.4) and the 
medium on which it is contained 
 
Note 1 to entry: Documented information can 
be in any format and media, and from any 
source. 
Note 2 to entry: Documented information can 
refer to: 
– the environmental management system 


(3.1.2), including related processes 
(3.3.5); 


– information created in order for the 
organization to operate (can be referred 
to as documentation); 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.11). 
 
The original definition has been 
modified by modifying Note 2 to entry. 
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– evidence of results achieved (can be 
referred to as records) 


3.3.3 
life cycle 
consecutive and interlinked stages of a 
product (or service) system, from raw 
material acquisition or generation from 
natural resources to final disposal 
 
Note 1 to entry: The life cycle stages include 
acquisition of raw materials, design, 
production, transportation/ delivery, use, end-
of-life treatment and final disposal. 
[SOURCE: ISO 14044:2006, 3.1, modified ― 
The words “(or service)” have been added to 
the definition and Note 1 to entry has been 
added.] 


None None 


3.3.4 
outsource (verb) 
make an arrangement where an external 
organization (3.1.4) performs part of an 
organization’s function or process (3.3.5) 
 
Note 1 to entry: An external organization is 
outside the scope of the management 
system (3.1.1), although the outsourced 
function or process is within the scope. 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.14). 


3.3.5 
process 
set of interrelated or interacting activities 
which transforms inputs into outputs 
 
Note 1 to entry: A process can be 
documented or not. 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.12). 
 
The original definition has been 
modified by adding Note 1 to entry. 
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3.4 Terms related to performance 
evaluation and improvement 


  


3.4.1 
audit 
systematic, independent and documented 
process (3.3.5) for obtaining audit evidence 
and evaluating it objectively to determine the 
extent to which the audit criteria are fulfilled 
 
Note 1 to entry: An internal audit is 
conducted by the organization (3.1.4) itself, or 
by an external party on its behalf. 
 
Note 2 to entry: An audit can be a combined 
audit (combining two or more disciplines). 
 
Note 3 to entry: Independence can be 
demonstrated by the freedom from 
responsibility for the activity being audited or 
freedom from bias and conflict of interest. 
 
Note 4 to entry: “Audit evidence” consists of 
records, statements of fact or other 
information which are relevant to the audit 
criteria and are verifiable; and “audit criteria” 
are the set of policies, procedures or 
requirements (3.2.8) used as a reference 
against which audit evidence is compared, as 
defined in ISO 19011:2011, 3.3 and 3.2 
respectively. 


3.14 
internal audit 
systematic, independent and documented 
process for obtaining audit evidence and 
evaluating it objectively to determine the 
extent to which the environmental 
management system audit criteria set by the 
organization (3.16) are fulfilled 
 
NOTE In many cases, particularly in smaller 
organizations, independence can be 
demonstrated by the freedom from 
responsibility for the activity being audited. 


This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.17). 
The original definition has been 
modified by modifying the Notes to 
entry. 
 
 


3.4.2 
conformity 
fulfilment of a requirement (3.2.8) 
 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.18). 
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3.4.3 
nonconformity 
non-fulfilment of a requirement (3.2.8)  
 
Note 1 to entry: Nonconformity relates to 
requirements in this International Standard 
and additional environmental management 
system (3.1.2) requirements that an 
organization (3.1.4) establishes for itself. 


3.15 
Nonconformity 
non-fulfilment of a requirement 
[ISO 9000:2000, 3.6.2] 


This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.19). 
The original definition has been 
modified by adding Note 1 to entry. 


3.4.4 
corrective action 
action to eliminate the cause of a 
nonconformity (3.4.3) and to prevent 
recurrence 
 
Note 1 to entry: There can be more than one 
cause for a nonconformity. 


3.3 
corrective action 
action to eliminate the cause of a detected 
nonconformity (3.15) 


 


This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.20). 
 
The original definition has been 
modified by adding Note 1 to entry. 


3.4.5 
continual improvement 
recurring activity to enhance performance 
(3.4.10) 
 
Note 1 to entry: Enhancing performance 
relates to the use of the environmental 
management system (3.1.2) to enhance 
environmental performance (3.4.11) 
consistent with the organization's (3.1.4) 
environmental policy (3.1.3). 
 
Note 2 to entry: The activity need not take 
place in all areas simultaneously, or without 
interruption. 


3.2 
continual improvement 
recurring process of enhancing the 
environmental management system (3.8) in 
order to achieve improvements in overall 
environmental performance (3.10) consistent 
with the organization's (3.16) environmental 
policy (3.11) 
 
NOTE The process need not take place in all 
areas of activity simultaneously. 


This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.21). 
 
The original definition has been 
modified by adding Notes 1 and 2 to 
entry. 
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3.4.6 
effectiveness 
extent to which planned activities are realized 
and planned results achieved 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.6). 
 


3.4.7 
indicator 
measurable representation of the condition or 
status of operations, management or 
conditions 
[SOURCE: ISO 14031:2013, 3.15] 


None None 


3.4.8 
monitoring 
determining the status of a system, a process 
(3.3.5) or an activity 
 
Note 1 to entry: To determine the status, 
there might be a need to check, supervise or 
critically observe. 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.15). 
 


3.4.9 
measurement 
process (3.3.5) to determine a value 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.16). 


3.4.10 
performance 
measurable result 
 
Note 1 to entry: Performance can relate 
either to quantitative or qualitative findings. 
 
Note 2 to entry: Performance can relate to 
the management of activities, processes 
(3.3.5), products (including services), 
systems or organizations (3.1.4). 


None This constitutes one of the common 
terms and core definitions for ISO 
management system standards given in 
Annex SL* (3.13). 
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3.4.11 
environmental performance 
performance (3.4.10) related to the 
management of environmental aspects 
(3.2.2) 
 
Note 1 to entry: For an environmental 
management system (3.1.2), results can be 
measured against the organization's (3.1.4) 
environmental policy (3.1.3), environmental 
objectives (3.2.6) or other criteria, using 
indicators (3.4.7). 


3.10 
environmental performance 
measurable results of an organization's (3.16) 
management of its environmental aspects 
(3.6) 
 
NOTE In the context of environmental 
management systems (3.8), results can be 
measured against the organization's (3.16) 
environmental policy (3.11), environmental 
objectives (3.9), environmental targets (3.12) 
and other environmental performance 
requirements. 
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The following terms and definitions from ISO 14001:2004 do not appear in ISO 14001:2015. 
 


Terms in ISO 14001:2004 with no equivalent in ISO 14001:2015 or in Annex SL 
 


Terms in ISO 14001:2004 What has happened in ISO 14001:2015 


3.19 
procedure 
specified way to carry out an activity or a process 
NOTE 1 Procedures can be documented or not. 
NOTE 2 Adapted from ISO 9000:2000, 3.4.5. 


The new concept introduced in Annex SL of ‘documented 
information’ replaces the terms procedure and records’. 


3.12 
environmental target 
detailed performance requirement, applicable to the organization 
(3.16) or parts thereof, that arises from the environmental 
objectives (3.9) and that needs to be set and met in order to 
achieve those objectives 


Covered as a note in definition of objectives from Annex SL. 


3.17 
preventive action 
action to eliminate the cause of a potential nonconformity (3.15) 


Covered as part of definition of corrective action which now refers 
to ‘preventive’. 


3.20 
record 
document (3.4) stating results achieved or providing evidence of 
activities performed 
NOTE Adapted from ISO 9000:2000, 3.7.6. 


The new concept introduced in Annex SL of ‘documented 
information’ replaces the terms procedure and records’. 
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