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INTRODUCTION
TO THE STANDARD

Regular reviews 
and updates
ISO standards are subject to 
regular reviews; usually around 
every 5 years but the process of 
reviewing and updating can take a 
very long time.

The most recent update to the 
ISO 9001 standard brought about 
some significant changes. 

The main changes were in the 
following areas:

•  Adoption of the Annex SL structure. 
This now provides a common 
structure as well as terms and 
definitions across a range of ISO 
standards including ISO 14001 
(Environmental), ISO 27001 
(Information Security) and the 
recently published ISO 45001 (Health 
and Safety). This makes it easier to 
streamline your system if you have 
multiple standards in place.

•  The switch from ‘preventive action’ 
to ‘risk-based thinking’. This is really 
the same thing but preventive action 
used to be considered as something 
to do after an unwanted outcome had 
occurred (to prevent it happening 
again!). Now, the focus is very much 
from the outset. Risk-based thinking 
encourages true preventive action 
and continuous improvement by 
putting it at the forefront of the 
process approach.

•  The leadership element requires top 
management to fully engage with 
the quality management system, 
not just delegate it to a Quality 
Manager or Quality Team. The Quality 
Management System should align with 
the overall organizational objectives.

•  The emphasis on organizational 
context looks at quality management 
from a big-picture perspective. 
Understanding why the organization 
exists, who it interacts with and 
other constraints within which it 
must operate, such as legal and 
regulatory frameworks, helps to 
understand the resources, monitoring 
and measurement required from 
operational processes.
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CUSTOMER FOCUS
this applies to both internal and external 
customers.  Customer focus is the primary 
focus of quality management and seeks to meet 
customer needs and to strive to exceed their 
expectations. Customer focus aims to create 
value for the customer. 

LEADERSHIP
effective leadership creates a unity of purpose 
and direction. Strong direction ensures all 
activities within the organization are aligned to 
strategies, polices and processes to collectively 
achieve planned objectives.

ENGAGEMENT OF PEOPLE
involving people means ensuring they are 
competent, empowered and engaged. Effective 
engagement of people gives the organization the 
tools to achieve its aims.

PROCESS APPROACH
this has been a staple of quality management 
standards for many years. Knowing your inputs, 
actions and intended outputs makes day-to-day 
operations predictable and repeatable. Effectively 
managing processes ensures resources are used 
efficiently and highlights areas for improvement. 

IMPROVEMENT
Improvement is not about an admission of 
weakness or fault, but simply a desire to do 
better and keep doing better for the benefit of 
all involved.

EVIDENCE
based decision making – how many of us have 
ever made an impulse purchase? Do we really 
believe that businesses don’t also make that 
same mistake sometimes? Of course they do! 
But, by applying evidence-based decision 
making, decisions can be based on known 
requirements and the planned outcomes, 
direction and purpose of the organization, having 
involved the customers and people and with 
improvement in mind.

RELATIONSHIP MANAGEMENT
this applies to all relationships of the 
organization. Often it pays to know your 
competitors as closely as you know your 
customers. Building networks, engaging the 
general public, reaching your target audience, all 
of these things are essential to achieve the aims 
of a profitable enterprise.

ISO 9001 is one of the most widely adopted International Standards in the world. With 
over 1 million certificates issued worldwide, it spans all sectors of commerce and industry. 
ISO 9000 was first published by ISO in 1987 having evolved from the BS 5750 series of 
standards. These standards themselves had been influenced by Government and military 
procurement standards which had become necessary to ensure the quality of products and 
services purchased and distributed.

Part of the family
ISO 9001 belongs to the ISO 9000 family of standards. Some of these documents are intended for certification, 
others for guidance. The most commonly referred to of these, apart from ISO 9001, is ISO 9000 which 
describes the fundamental concepts and vocabulary of the quality management standards.

ISO 9000 also describes the 7 quality management principles:
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PDCA CYCLEBENEFITS OF
IMPLEMENTATION

Adopting a customer focus adds value for customers and 
is likely to enhance their satisfaction and loyalty. Repeat 
business is less costly to achieve than new business so it pays 
to keep your current customers happy.

Not only can a Quality Management System (QMS) enhance 
your customers’ satisfaction, it will also have a positive impact 
on your reputation. Being able to demonstrate a formal 
commitment to quality is often a pre-requisite for formal 
tendering procedures, in particular for public sector contracts. 
Having a certified QMS can open doors to a range of contract 
opportunities and therefore potentially boost your revenue and 
market share.

Implementing a QMS can also help you to be more 
efficient. Using resources, this includes people, materials, 
time, money and external partners and suppliers, as 
effectively and efficiently as possible has a direct positive 
impact on profitability. 

Involving the people within your business fosters deeper 
engagement with operations. This can lead to reduced 
turnover of staff, better productivity, enhanced trust and 
collaboration and a skilled and happy workforce.

Consistent and predictable outcomes lead to greater 
understanding of capability and capacity. Understanding 
organizational capability and capacity can help you to manage 
growth and the associated risks.

Focusing on root cause analysis when investigating problems 
ensures solutions are robust and improvements are effective. 
Ongoing monitoring and measuring provides evidence of 
the effectiveness of processes and can demonstrate the 
effectiveness of previous decisions and actions. (Remember 
the quality principle of evidence-based decision-making.)

A QMS also helps you to manage your supply chain. 
Encouraging strong, effective communication between 
parties ensures expectations and requirements are clear 
before everyone is committed. This leads to improvement 
opportunities for mutual benefit.

The benefits of implementing a Quality Management System which is compliant with 
ISO 9001 can be far-reaching. Simply adopting a process approach to operations can 
immediately highlight areas for improvement. Documenting processes in a meaningful 
way can also help with communicating quality actions and strategy to people at all levels. 
Inductions and training are linked directly to business objectives and people within the 
organization are clear on their contribution to overall performance and success.

Plan-Do-Check-Act is an example of a closed-loop system. This ensures the learning from the ‘do’ and ‘check’ stages are 
used to inform the ‘act’ and subsequent ‘plan’ stages. In theory this is cyclical, however it’s more of an upward spiral as the 
learning moves you on each time you go through the process.

PDCA model ISO 9001:2015

Plan:
Establish objectives, 
resources required, 
customer and 
stakeholder 
requirements, 
organizational policies 
and identify risks and 
opportunities.

Do:
Implement what 
was planned.

Check:
Monitor and measure 
processes to establish 
performance against 
policies, objectives, 
requirements and 
planned activities and 
report the results.

Act:
Take action to improve 
performance, as 
necessary.

ISO 9001 is based on the Plan-Do-Check-Act (PDCA) cycle, also known as the Deming 
wheel or Shewhart cycle. The PDCA cycle can be applied not only to the management 
system as a whole, but also to each individual element to provide an ongoing focus on 
continuous improvement.

SUPPORT 
(7)

OPERATION 
(8)

LEADERSHIP 
(5)

IMPROVEMENT
(10)

PLANNING 
(6)

PERFORMANCE 
EVALUATION 

(9)

Plan Do

Act Check

QUALITY MANAGEMENT SYSTEM (4)

ORGANIZATION 
AND IT’S 
CONTEXT

(4)

CUSTOMER 
REQUIREMENTS

NEEDS AND 
EXPECTATIONS 
OF RELEVANT 
INTERESTED 
PARTIES (4)

CUSTOMER 
SATISFACTION

RESULTS OF 
THE QMS

PRODUCTS 
AND SERVICES

In brief:
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RISK BASED
THINKING/AUDITS

1st Party Audits 
– Internal Audits
Internal audits are a great opportunity for learning within 
your organization. They provide time to focus on a particular 
process or department in order to truly assess its performance. 
The purpose of an internal audit is to ensure adherence to 
policies, procedures and processes as determined by you, the 
organization, and to confirm compliance with the requirements 
of ISO 9001.

Audit Planning
Devising an audit schedule can sound like a complicated 
exercise. Depending on the scale and complexity of your 
operations, you may schedule internal audits anywhere from 
every month to once a year. There’s more detail on this in 
section 9 – performance evaluation.

Risk-based Thinking
The best way to consider frequency of audits is to look at the 
risks involved in the process or business area to be audited. 
Any process which is high risk, either because it has a high 
potential to go wrong or because the consequences would 
be severe if it did go wrong, then you will want to audit that 
process more frequently than a low risk process.

How you assess risk is entirely up to you. ISO 9001 doesn’t 
dictate any particular method of risk assessment or risk 
management. You may wish to review ISO 31000 for more 
information on risk management.

2nd Party – External Audits
Second party audits are usually carried out by customers or 
by others on their behalf, or you may carry them out on your 
external providers. 2nd party audits can also be carried out by 
regulators or any other external party that has a formal interest 
in an organization.

You may have little control over the timing and frequency of 
these audits, however establishing your own QMS will ensure 
you are well prepared for their arrival.

3rd Party – Certification Audits
Third party audits are carried out by external bodies, usually 
UKAS  accredited certification bodies such as NQA.

The certification body will assess conformance to the ISO 
9001:2015 standard. This involves a representative of the 
certification body visiting the organization and assessing the 
relevant system and its processes. Maintaining certification 
also involves periodic reassessments. 

Certification demonstrates to customers that you have a 
commitment to quality.

Audits are a systematic, evidence-based, process approach to evaluation of your 
Quality Management System. They are undertaken internally and externally to verify the 
effectiveness of the QMS. Audits are a brilliant example of how risk-based thinking is 
adopted within quality management.

PROCESS BASED 
THINKING/AUDIT

Even an audit has a process approach. It begins with 
identifying the scope and criteria, establishes a clear course 
of action to achieve the outcome and has a defined output 
(the audit report). Using the process approach to auditing also 
ensures the correct time and skills are allocated to the audit. 
This makes it an effective evaluation of the performance of the 
QMS.

“Consistent and predictable results are achieved more 
effectively and efficiently when activities are understood and 
managed as interrelated processes that function as a 
coherent system.” 

ISO 9000:2015 Fundamentals 
and Vocabulary
Understanding how processes interrelate and produce 
results can help you to identify opportunities for improvement 
and thus optimise overall performance. This also applies 
where processes, or parts of processes, are outsourced. 
Understanding exactly how this affects or could affect the 
outcome and communicating this clearly to the business 
partner (providing the outsourced product or service) ensures 
clarity and accountability in the process.

The final process step is to review the outcome of the audit 
and ensure the information obtained is put to good use. A 
formal Management Review is the opportunity to reflect on 
the performance of the QMS and to make decisions on how 
and where to improve. The Management Review process is 
covered in more depth in Section 9 – performance evaluation.

A process is the transformation of inputs to outputs, which takes place as a series of 
steps or activities which result in the planned objective(s). Often the output of one process 
becomes an input to another subsequent process. Very few processes operate in isolation 
from any other.

“Process: set of interrelated or interacting 
activities that use inputs to deliver an 
intended result.” 
ISO 9000:2015 Fundamentals and Vocabulary

£

£
CERTIFICATION ASSURES:
•  regular assessment to continually monitor 

and improve processes.
•  credibility that the system can achieve 

its intended outcomes. 
•  reduced risk and uncertainty and increase 

market opportunities.
•  consistency in the outputs designed to meet 

stakeholder expectations. 
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ANNEX SL

ISO 27001 (Information Security Management System 
Standard) adopted this structure during its 2013 revision. ISO 
14001 (Environmental Management System Standard) also 
adopted this structure during its 2015 revision. The newly 
published ISO 45001 (Health and Safety Management System 
Standard) also follows this same common structure.

Prior to the adoption of Annex SL there were many differences 
between the clause structures, requirements and terms and 
definitions used across the various management system 
standards. This made it difficult for organizations to integrate 
the implementation and management of multiple standards; 
Environment, Quality, Health and Safety and Information 
Security being among the most common. 

One of the major changes introduced into the 2015 revision of ISO 9001 was the adoption 
of Annex SL for the clause structure of the revised standard. Annex SL (previously known 
as ISO Guide 83) was used within ISO by standards writers to provide a common core 
structure for management system standards. 

SECTION 1: 
SCOPE

The intention is for all requirements (clauses) of the standard 
to be applicable irrespective of the size and nature of the 
organization implementing the QMS. Whether you provide a 
product or a service, or a combination of both. 

There are times when certain clauses may become not-
applicable. For example, where you do not carry out any 
design and development activities or where measurement 
traceability, or any subsequent calibration of equipment, is not 
part of your product or service. These have previously been 
referred to as ‘exclusions’ however the expectation here is that 
a justification will be made as to why the clause is deemed to 
be not-applicable rather than simply being excluded from 
the QMS.

A Quality Management System is primarily 
intended to enhance customer satisfaction. 
It does this through the application of the 
processes determined by you as necessary 
for your operations, as well as the 
processes determined by the standard as 
necessary for continuous improvement. 
A QMS aims to assure conformity to 
customer requirements and applicable 
legal requirements.
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High Level Structure

Annex SL consists of 10 core clauses:

1. Scope

2. Normative references

3. Terms and definitions

4. Context of the organization

5. Leadership

6. Planning

7. Support

8. Operation

9. Performance evaluation

10. Improvement

Of these clauses, the common terms and core 
definitions cannot be changed. Requirements may 
not be removed or altered, however discipline-specific 
requirements and recommendations may be added. 

All management systems require a consideration of 
the context of the organization (more on this in section 
4); a set of objectives relevant to the discipline, in this 
case quality, and aligned with the strategic direction 
of the organization; a documented policy to support 
the management system and its aims; internal audits 
and management review. Where multiple management 
systems are in place, many of these elements can be 
combined to address more than one standard.
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The key terms used throughout the standard are:

‘Product’ 
–  this is the result of a process and may include services 

or advice. This is essentially what you provide to 
a customer.

‘Process’ 
–  is a set of interrelated or interacting activities which uses 

inputs to deliver outputs. Processes are how you operate on 
a daily basis.

‘Interested party’ 
–  is a person or organization that can affect, be affected 

by or perceive themselves to be affected by your decisions 
or activities.

‘Risk’ 
–  is the effect of uncertainty. This can apply to any area of 

operations not just financial risks. 

‘Risk-based thinking’ 
–  is about planning your objectives and actions taking into 

account the known risks and their potential effects. The 
ideal situation is to minimise the likelihood or impact of 
unwanted outcomes.

‘Objective’ 
–  is the result to be achieved. Objectives must be SMART – 

Specific, Measurable, Achievable, Realistic and Timely. 

‘External provider’ 
–  is any provider of external processes, products or services. 

This includes not only your direct suppliers of materials but 
also anyone to whom you outsource processes or parts 
of processes. For example, an outsourced customer 
contact service. 

‘Documented information’ 
–  is any document, record or other information which is 

necessary for the operation of processes or is required by 
the quality management system. It can include photographs, 
diagrams, videos, process maps, standard operating 
procedures and can be on any medium i.e. paper 
or electronic.

‘Audit’ 
–  is a systematic evaluation of whether or not processes are 

adhered to and whether or not those processes meet the 
requirements of the standard.

‘Preventive action’
–  is action taken to prevent a potential non-conformity or other 

undesired effect. This is usually a big part of the planning 
process and is helped along by activities such as process 
mapping, SWOT analysis and risk assessment.

‘Corrective action’ 
–  is action taken to correct a mistake, or non-conformity, 

and to deal with any consequences. It should also prevent 
recurrence of the issue or any other potential issues.

When you write your quality 
management system documentation, 
you don’t have to use these exact 
terms. However, it does help to clarify 
the meaning and intention if you 
can define the terms you have used. 
Providing a glossary within your 
system documentation may be useful.

SECTION 2: 
NORMATIVE 
REFERENCES

This document explains the key concepts and defines the core 
terminology used in ISO 9001:2015. Whilst it is not mandatory 
to purchase ISO 9000:2015 alongside ISO 9001:2015, it can be 
valuable in fully understanding the purpose of a QMS and in 
creation and implementation of your unique system.

There is an assumption throughout the standard that each 
term used is understood according to its definition described 
in ISO 9000:2015.

‘Normative references’ simply means any other documents which are referenced within the 
management system standard. In the case of ISO 9001:2015, there are many references 
made to ISO 9000:2015 – Quality management systems - Fundamentals and vocabulary.

SECTION 3: 
TERMS AND 
DEFINITIONS
The terms and definitions used in ISO 9001:2015 are taken directly from ISO 9000:2015 – 
Quality management systems - Fundamentals and vocabulary.
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SECTION 4: 
CONTEXT OF THE 
ORGANIZATION

Quality management uses the principles detailed above in 
the introduction to provide a ‘bigger picture’ view of business 
operations in order to ensure quality is built in from the start 
and in all areas, not just production or service delivery. 

Understanding the purpose and strategic direction of your 
organization is key to being able to establish the customer 
requirements and resource requirements to achieve your 
business objectives.

What is ‘context’?
The introduction of a formal analysis of business context has 
been a challenge for many organizations when implementing 
ISO 9001:2015. Firstly, understanding what the standard 
means by ‘context’ and secondly working out how to evidence 
this for an auditor.

Quality management principles have always intended to have a holistic approach to 
customer focus. Quality control generally only checks what has been done. Quality 
assurance aims to ensure what has been done is right first time. Evidencing context analysis to 

an auditor
ISO 9001:2105 does not specify that your consideration of 
context must be documented. Your auditor will expect to 
find some evidence of consideration, much of which will 
be through documentation such as meeting minutes or 
business plans. However, there is no requirement for you 
to provide a specific document in respect of clause 4. The 
rest of the auditor’s assessment will be established through 
conversation and observation. If you do wish to document 
your consideration of this clause, a SWOT analysis is often a 
great way of establishing internal and external context. When 
you pay focused attention to your Strengths, Weaknesses, 
Opportunities and Threats, you have a clear understanding of 
where positive action can be taken.

e.g. SWOT analysis

You may have heard of a PESTLE analysis:

• Political • Economic • Social
• Technological • Legal • Environmental

Carrying out a PESTLE analysis for your organization (as 
described above) could be an effective way to evidence 
your consideration of external context. It may also bring up 
issues you hadn’t previously considered. External issues 
can often fall outside of your control as an organization. 

Understanding these issues and their potential impact on your 
operations contributes to a thorough assessment of risks and 
opportunities. Do you know what you would do if your landlord 
suddenly served you notice to leave your premises? How 
would a change in legal requirements affect your overheads? 
What are your competitors doing and should you also be 
doing the same (or better)?

STRENGTHS WEAKNESSES

(internal factors such 
as strong skills base, 

innovation, reputation etc)

(internal factors such 
as cash flow, age of 
organization, skills 

shortages, resource issues 
etc)

OPPORTUNITIES THREATS

(external factors such as 
technological advances, 
contract opportunities, 
collaborations, learning 

that can be applied to other 
areas of the business etc)

(external factors such as 
currency exchange rates, 

political interventions, 
trade embargoes, weather, 

competitor activity etc)

Internal context
Examples of internal context include:
• Employee engagement • Training and development
• Skills and competence • Physical resources
• Management methodology • Policies
• Mission / values • Supplier / partner management

Each of these areas has an influence on and is influenced 
by the way you carry out your operations. They contribute to 
the bigger picture of internal context. Having the right people 
with the right tools and the right skills to use them simply 
makes for smoother processes and less waste.

External context
Examples of external context include:
• Landlord • Shareholders
• Regulators / enforcement bodies
• Competitors • Political influences
• Environmental considerations • General public

This is not an exhaustive list, but a step in the right direction 
to considering external context.

FACTORS AFFECTING THE CONTEXT OF THE ORGANIZATION CAN BE INTERNAL OR EXTERNAL. 

In short, context describes who you are, what you do, who you do it for, why you do it and where you do it. Whatever ‘it’ is. It 
could be making a product or providing a service, or a combination of both.

So, to approach the first issue . . . what is context? In respect of ISO 9001:2015, context refers 
to a range of factors including:

CUSTOMER 
EXPECTATIONS

LEGAL 
FRAMEWORKS / 
REQUIREMENTS

FINANCIAL 
CONSTRAINTS

PRODUCTS 
AND / OR 

SERVICES 
OFFERED

PHYSICAL 
PREMISES

SUPPLY 
CHAIN

MARKET PLACE 
/ SECTOR

VISION / MISSION 
/ VALUE / GOALS

GEOGRAPHICAL 
LOCATION

TECHNOLOGY 
REQUIRED
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New consideration for 
climate change
ISO has made changes to ISO 9001 to emphasise the 
importance of addressing the effects of climate change 
within the framework of organisational management 
systems.

To enhance organisational awareness and response 
to climate change, ISO has introduced two critical 
changes within Clause 4:

Original Clause 4.1:  
“Understanding the organisation and its context. The 
organisation shall determine external and internal 
issues that are relevant to its purpose and that affect 
its ability to achieve the intended result(s) of its XXX 
management system.”

Original Clause 4.2:  
“Understanding the needs and expectations of 
interested parties. The organisation shall determine: 

•  The interested parties that are relevant to the XXX 
management system. 

•  The relevant requirements of these interested parties. 

•  Which of these requirements will be addressed 
through the XXX management system.”

This clause now explicitly includes the 
statement: “The organisation shall determine 
whether climate change is a relevant issue.”

The clause now also states: “Note: Relevant 
interested parties can have requirements 
related to climate change.”

Interested parties 

An interested party is pretty much anyone who is affected, 
can be affected or can perceive themselves to be affected by 
an action or omission of your organization. If you’ve carried 
out a thorough analysis of internal and external context, your 
interested parties are likely to be already quite obvious. They 
will include shareholders, landlord, regulators, customers, 
employees and competitors and may extend to the general 
public and the environment depending on the nature of your 
business. You don’t have to try to understand or satisfy their 
every whim. That wouldn’t be very practical! You simply 
have to determine which of their needs and expectations are 
relevant to your quality management system. What are their 
key expectations of you and your products / services? How 
can you incorporate these into your processes and monitoring 
to ensure optimum performance?

Scope of the  
management system
The scope of your management system refers to the physical 
and / or geographical site within which your operations 
take place, the products / services included in the QMS, the 
relevant parties and any areas which you have determined to 
be not applicable. Your scope statement must be maintained 
as documented information. 

Your scope statement may look something like this:

“Joe Bloggs and Co provide <products / services> for 
<customers> in <industry>. The quality management 
system is designed to incorporate all operations at our 
site in <town/city> with all clauses of ISO 9001:2015 
determined as applicable.”
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SECTION 5: 
LEADERSHIP

These are not actions which can be delegated. An external 
auditor will expect to discuss leadership with those who 
manage the organization at the highest level (i.e. your 
‘top management’). 

Demonstrating leadership
Leadership is a term open to interpretation. Leadership in 
terms of your quality management system refers to promoting 
the system, the process approach and risk-based thinking. 
Ensuring quality objectives are compatible with the strategic 
direction of the organization. Providing the right resources 
to achieve these objectives. Communicating the importance 
of the QMS and engaging and supporting people within the 
organization to contribute effectively to the QMS.

ISO 9001:2015 also refers to leadership at all levels within 
an organization. This means allowing experts within your 
organization to develop and demonstrate their own 
leadership abilities.

The primary focus of ISO 9001 is customer satisfaction. As 
such, top management are also expected to demonstrate 
leadership and commitment to customer focus. Carrying out 
the assessment of context described above helps to ensure all 
relevant customer and legal requirements are considered 
and maintained.

Setting policy
A key action in terms of leadership is to set a quality policy 
which supports the achievement of your objectives. This might 
include how you select suppliers or partners, how you 
recruit and train your staff, how you monitor and measure 
process performance and how you ensure all applicable 
requirements are satisfied. Your quality policy will also include 
a commitment to the continual improvement of your quality 
management system.

Roles and responsibilities
ISO 9001:2015 doesn’t specify a requirement for a nominated 
quality representative. The expectation is that quality activities 
will form part of the day-to-day activities for most people 
within the organization. It may help to review your existing job 
descriptions to ensure these activities are included along with 
details of where the role has responsibility and / or authority 
relating to the QMS.

Of course, it makes sense to nominate someone, or a small 
team of people, to be the main point of contact for the QMS. 
It certainly makes life easier for an external auditor to have 
a clear point of contact. However, this is by no means an 
opportunity for the commitment to be diluted. The point of 
contact must have suitable authority to manage the system 
and make continual improvements as determined by the 
top management. 

Previous editions of ISO 9001 referred to Management. ISO 9001:2015 talks about 
Leadership. Leadership in this context means active involvement with the QMS, aligning its 
objectives with overall business strategy and promoting the adoption of risk-based thinking, 
the process approach and evidence-based decision-making.

SECTION 6: 
PLANNING

If you’ve been thorough in your assessment of context and the 
needs and expectations of interested parties, then the potential 
risks and opportunities will likely have made themselves quite 
apparent. You’re looking to answer the following questions:

1   What are we trying to achieve?

2   What could stop us from achieving our objectives?

3   How will we address these issues?

4   How can risks be turned into opportunities?

5   How can opportunities help us to improve?

6    Who will be responsible for actions?

7   When will we need to take action by?

8   How will we know whether our actions were effective?

Action stations!
Addressing risks and opportunities and achieving your quality 
objectives require an action plan.

OBJECTIVES NEED TO BE:

• Measurable
• Aligned with your quality policy
• Relevant to the conformity of your products / services

Quality objectives also need to take account of the 
requirements which you identified in your analysis of interested 
parties (i.e. they need to meet customer requirements as well 
as legal / regulatory requirements).

Quality objectives must be communicated and they must be 
updated as necessary. This is an area where you are expected 
to maintain documented information.

An effective way to communicate quality objectives is to 
include them in induction training, display them around your 
site or electronically via an intranet or similar, incorporate them 
into supplier contracts (if it’s appropriate to share them outside 
of your organization). 

Managing change
When you’ve put so much time and effort into all this planning, 
it would be a shame for an inadvertent change to mess it 
all up! 

In light of this, clause 6.3 expects that any changes that you 
determine are necessary to the quality management system 
are carried out in a planned manner. This should take into 
account the extent of the changes deemed necessary, the 
potential impact on the existing system, how you will resource 
the changes and any effect this may have on current roles, 
responsibilities and authorities.

Clause 6 is all about planning. If you’re not a natural planner, this can seem quite daunting! 
Effectively, this is the ‘preventive action’ that you may have heard referred to in previous 
versions of ISO 9001. The difference in this most recent update is its promotion to much 
nearer the beginning of the standard (it used to be tacked on to the end, like an afterthought).

A good way to ensure your quality policy is well 
communicated is to include it in any or all of 
the following:

• Recruitment packs
• Induction packs
• Supplier / partner evaluations
• Supplier / partner contracts
• Notice boards on site
• Electronic noticeboards / intranet site
• Annual staff appraisals

Your quality policy must be available and 
maintained as documented information.

Your action plan should include:

• What will be done
•  What resources will be required (to the 

best of your understanding at the time)
• Who will be responsible for the actions
• When actions will be completed
• How results will be evaluated

Putting these into a simple matrix can help to 
clarify the objectives, however if you already 
record this type of information somewhere else, 
there is no need for you to duplicate.
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SECTION 7: 
SUPPORT

People
Simply, do you have the right people with the necessary skills / 
attributes in appropriate roles? If you’re currently missing some 
specific skills, how do you plan to address this? Will you recruit 
or will you outsource? If you’re outsourcing, how will you 
communicate your requirements to your supplier / partner? 
(more on this later in this section).

Infrastructure
This includes determining, providing and maintaining the 
premises, hardware, software, transportation, storage, 
technology etc that are needed to carry out your business 
operations. Ensuring you can cope with customer demands 
can be helped by the work you did to address clause 4 and 
clause 6.

Environment
This isn’t referring to the great outdoors. This means providing 
an environment that is suitable for what you are trying to 
achieve. Whether that is a factory, office, studio or any 
other type of working space, make sure you have the right 
atmosphere to enable you and your employees to operate 
effectively. Adequate heat, light, airflow, hygiene, noise levels 
etc all contribute to an effective working environment.

This can also include addressing some of the softer elements 
such as employee wellbeing, stress-reduction, clear lines of 
reporting, employee appraisals, rewards systems etc).

Monitoring and measurement 
resources and traceability
If measurement traceability is an important factor in your 
product / service delivery then you must ensure that all 
monitoring and measuring equipment is fit for the activities 
undertaken and is suitably calibrated and maintained. You 
must maintain documented evidence of such equipment being 
fit for purpose.

Organizational knowledge
There are many lessons learned along the way in business. 
Many of these lessons can only be learned through experience 
and having been present at the time. This type of knowledge 
becomes invaluable to the organization so it makes sense to 
capture and share this learning. 

Keeping records of project plans, product developments, 
customer feedback, testing records, prototypes, etc all 
contribute to capturing and sharing internal organizational 
knowledge.

If you maintain a CRM (Customer Relationship Management 
tool) then you can also use this as a medium for capturing and 
sharing knowledge. Circulating meeting minutes, project de-
briefs and process documentation also provide opportunity to 
share essential organizational knowledge.

Formal learning and 
development
Sometimes it may be necessary to acquire additional 
knowledge to enhance understanding. This could be acquired 
through formal external learning and development. In which 
case, ensure you keep training records and note any expiry 
dates and plan refreshers if applicable.

Clause 7 concerns itself with resources. This applies to people, infrastructure and 
environment as much as physical resources, materials, tools etc. There is also a renewed 
focus on knowledge as a significant resource within your organization. When planning your 
quality objectives, a major consideration will be the current capacity and capability of your 
resources as well as those you may need to source from external suppliers / partners.

Recruitment
Another way to acquire additional knowledge can be through 
specific recruitment. If you choose this route, it can really help 
to have a clear job description and person specification. This 
helps to avoid being distracted away from the core skills / 
knowledge that you wish to attract and can ensure the new 
recruit can see how they contribute to the QMS from outset.

Competence and awareness
We all know that training doesn’t always equal competence. 
If you implement training, or your recruit people with specific 
qualifications, have in mind how you intend to assure 
competence in the role. This could be through observations, 
appraisals, samples of work produced, a buddy / mentor 
system or more formal testing. Ensure you keep records 
of competence assessments along with evidence of 
training / qualifications.

Awareness can be addressed through ensuring your QMS 
is explained during recruitment and induction, at regular 
appraisal or review meetings with line management, through 
regular meetings and / or communications relating to quality 
objectives and progress towards them. The chances are you 
already do this, don’t feel the need to implement anything over 
and above. 

Communication
Utilise your existing communication channels, methods and 
frequencies. Tailor your communication to your audience to 
ensure everyone knows what they need to know. Consider 
who will be responsible for general communication, such as 
website content, general marketing. Consider who will be 
responsible for specific communication such as customer / 
client liaison, product specific literature and the relevant needs 
of the intended audience. 

It’s also worth considering incoming communication. Who 
is responsible for receiving legislative updates within your 
organization and making sure they are disseminated to 
relevant people? Who handles customer enquiries 
or complaints?

Documented information
The standard refers to areas where you must “maintain” 
documented information and others where you must “retain” 
documented information. Put simply, maintain means that you 
must keep it up to date, for example your quality policy and 
quality objectives. Retain means you must keep records as 
evidence that you have satisfied that particular requirement.

Version control is an important part of managing 
documentation. You don’t need to create a fancy system or 
spend a fortune on clever software. You simply have to ensure 
that all documents relating to your QMS are easily identifiable, 
are in a suitable format, are protected from unintended 
alteration or destruction, and are available to the right people 
in the right version at the point at which they are needed.

It also makes sense to keep a record of all your QMS 
documentation along with its current version / issue number, 
when it was last updated, who is responsible for the content, 
a summary of any changes made during revisions, when it is 
next due for a review, how long it must be retained for and how 
it is to be disposed of. 
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SECTION 8: 
OPERATION

Establishing requirements
The first step is to ensure you have fully understood all the 
requirements for your product or service. This will involve 
liaising with customers as well as implementing measures to 
ensure all applicable legal requirements are met. It is essential 
that you determine and review your organization’s ability to 
meet the necessary requirements before you commit 
to anything.

If you carry out any kind of quoting process, complete tender 
documentation or submit project plans before you and your 
customer commit to the work, then this is all suitable evidence 
of a thorough review of capability to meet requirements. 
There’s no need to do anything additional.

Managing change
If there are any subsequent changes to requirements or to the 
product or service agreed, you will need to ensure these are 
properly recorded and authorised. You also need to ensure the 
changes are adequately communicated to any relevant parties 
such as suppliers or partners.

Design and development
Design and development used to be considered only 
applicable in manufacturing situations. Arguably, services as 
much as products, are designed and developed to achieve 
a set of objectives or outcomes for the customer. When 
designing your product or service, you need to consider the 
process stages, reviews, authorisations and sign-off, how 
you will validate and verify the effectiveness of the product or 
service, the intended life-cycle of the product or service and 
any post-delivery support you may provide.

You may also need to consider how you will interact with your 
customer during the design and development process. How 
involved do they need to be?

ISO 9001:2015 doesn’t dictate that you have to follow any 
specific process, it’s best to start by documenting what you 
currently do. Then work from there to see if any improvements 
are required.

Design and development 
inputs, controls, outputs 
and changes
When designing or developing your product or service, you will 
need to consider the legal requirements, any other standards 
that may apply, the potential consequences of failure and 
anything you have learned along the development journey. 

You will be required to retain documented information on 
design inputs.

Design and development controls refers to any touch points 
along the design process where validation, verification, testing, 
authorisation or any form of sign-off or acceptance may 
be required.

You will be required to retain documented information on 
design and development control activities.

Once you have determined the design inputs and the 
necessary controls to assure conformity, you will then need 
to ensure your outputs meet those requirements. This is the 
place where you would also keep records of monitoring, 
measurement, traceability (e.g. of materials or measurements) 
and acceptance criteria. 

This could be in the form of a bill of materials, technical 
specification or handbook, user guide, process manual, 
system guide or service level agreement.

Any changes to the design and development of the product 
or service must be identified, controlled, recorded and 
communicated to ensure the product or service conforms to 
the customer and other applicable requirements along with 
clear authorisation for the changes.

So, after all the planning and risk assessment, we’re ready to move on to the “do” stage. 
Clause 8 is all about having appropriate control over the creation and delivery your 
product or service.

Managing external providers
Let’s face it, not many of us operate in isolation from other 
organizations. There are such a wide range of business 
services available these days that it’s likely you outsource 
some of your operations or at least rely on a couple of key 
suppliers to keep things running smoothly. It’s essential that 
you manage these relationships to mutual benefit.

Your QMS is mainly concerned with external providers and 
suppliers where their products or services are incorporated 
with your own. For example, where you outsource a customer 
helpline, where you buy components for your products 
or where you sub-contract the fitting or servicing of your 
products. It’s not so bothered with the purchase of every-day 
office consumables, although from a financial perspective 
it pays to keep a good relationship with these types of 
suppliers too.

During your considerations of context, interested parties and 
risks and opportunities, you may find that some suppliers or 
partners feature quite heavily. These are the ones you need 
to focus on managing. Do you have an alternative lined up 
in case of failure of your preferred supplier or partner? Just 
what will be the impact of a failure on your ability to meet your 
customer requirements?

Once you understand the potential impact of the actions 
or failures of these suppliers / partners then you can put 
appropriate controls in place to mitigate the risks. Perhaps you 
will visit their premises and carry out a 2nd party audit, or you 
could build specific controls and review points into contracts 
and/or service level agreements.

You may find it helpful to categorise your suppliers / partners 
and highlight the ones which are critical to your operations.

Understanding your 
operational processes
A simple way to bring together all the necessary steps, 
resources, risks, monitoring and measurement of your 
operational processes is through process mapping. By 
documenting the start and end points, steps, responsibilities 
and check-points along the way, you can be assured that all 
customer and applicable requirements are taken into account.

Process maps, or standard operating procedures also make 
great tools for training your employees and ensuring all roles 
understand their contribution to the QMS.

Understanding how your processes interrelate is also a key 
part of implementing a coherent quality management system.

Controlling non-conformances
With the right amount of planning and consideration, failures 
and non-conformances should be minimal. However, they can 
and do still occur. If at any stage of a process something goes 
wrong, you need to be able to identify this issue, isolate it and 
where possible prevent it from reaching the customer. 

You might prevent a non-conforming product or service 
from reaching your customer through immediate correction, 
quarantine or by obtaining a concession from the customer. 

If an issue is identified after the product or service has been 
released to the customer, then you may need to be able to 
implement a product recall or at least identify who received 
the faulty goods or services. Traceability is key here so your 
records need to be clear and up to date.

You will need to retain documented information on non-
conformities including what happened, what remedial actions 
were taken, any concessions obtained and who authorised 
actions to resolve the issue.
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SECTION 9: 
PERFORMANCE 
EVALUATION

Process performance
As an organization you will need to decide what you need 
to monitor in order to be assured that your processes are 
operating as intended. You will also need to establish how often 
you will monitor, what resources will be required and how results 
will be recorded, analysed and evaluated. This often results 
in a series of Key Performance Indicators (KPIs) which relate 
directly to your quality objectives (set in section 6). You will need 
to retain documented information as evidence of the results of 
performance monitoring.

Customer satisfaction
As the primary focus of ISO 9001:2015 is customer satisfaction, 
it makes sense that this is a key source of information on the 
performance of the quality management system. Obtaining 
customer feedback on how they perceive their needs and 
expectations to have been fulfilled can be achieved through 
both formal and informal measures. For example, you may carry 
out a formal customer survey periodically, or you may monitor 
informal feedback such as repeat business, warranty claims, 
complaints and compliments, conversations with customers.

Internal audits
ISO 9001:2015 determines that internal audits must be carried 
out at planned intervals. It is for you, the organization to decide 
what those intervals should be. As an indication, you may wish 
to audit all processes at least once across an annual period, 
with higher-risk processes being audited more frequently. The 
purpose of internal audits is two-fold. Firstly to check that the 
management system conforms to the requirements specified by 
you, the organization as necessary for your operations; secondly 
to ensure conformity to the requirements of ISO 9001:2015.

Audit frequency should also be influenced by the results of 
previous audits and any changes which you are aware may 
affect the process. So, if you have a problematic process or area, 
it would make sense to audit it more frequently for a while until a 
solution is implemented and has been seen to be effective.

Internal audits are a great opportunity to spend some time 
investigating a specific process or area and evaluating its 
performance. It is an ideal way to find areas for improvement 
and to fix potential issues before they occur. Think of internal 
audits as keeping your finger on the pulse of your organization. 
Internal audit findings must be reported to relevant management 
and naturally form part of the management review agenda. 
Where necessary, corrective actions must be taken without 
undue delay. If a long-term fix requires significant planning and 
maybe funding approval, consider whether a short-term fix is 
possible and appropriate. 

Management review
Management review is an essential element of a quality 
management system. It is the formal point at which top 
management review the effectiveness of the QMS and ensure its 
alignment to strategic direction. Management review must take 
place at planned intervals and an agenda of inputs is specified 
within clause 9.3.2.

It is not essential for one single management review meeting 
to take place covering the full agenda. If you currently hold a 
range of meetings that cover the inputs between them, there 
is no specific need to duplicate. However, you may find that a 
big-picture view is made easier by considering the management 
review inputs in one meeting rather than separating them. It 
really depends on the size and structure of your organization 
and who attends each of the meetings.

Management review meetings commonly take place as an 
annual event, however much like internal audits, their frequency 
is not specified by ISO 9001:2015. It’s up to you to decide. 
During implementation and early stages of settling in to your 
QMS, it may make sense to hold meetings more frequently. 

You will need to retain documented information on your 
management reviews, these would normally be meeting minutes 
or perhaps call recordings if you carry out conference calls.

There are three main ways in which performance of a QMS is evaluated. The first being 
process monitoring and customer feedback, the second being through internal audits and 
the third being the management review.

ISO 9001:2015 IMPLEMENTATION GUIDE 25



ISO 9001:2015 IMPLEMENTATION GUIDE26 ISO 9001:2015 IMPLEMENTATION GUIDE 27

SECTION 10: 
IMPROVEMENT

Having checked during internal audits and management reviews 
that you are measuring and monitoring the right things, this is 
now your opportunity to adjust the system as you see fit. If you’re 
sure you’re meeting all current customer requirements, are there 
amendments you need to make to address future requirements? 
Are there any areas where you could be more efficient? Perhaps 
these have been highlighted by your internal audits. 

Was any corrective action taken effective at preventing the 
problem from recurring?  If you went for a short-term fix, this is 
now the time to work on your long-term improvements to solve 
the issues.

Recording non-conformity
When a non-conformity does occur, including complaints, you 
will need to make sure you keep a full record, including what 
happened, what actions where taken at the time and the results 
of any further corrective actions implemented. You will need to 
retain documented information in respect of non-conformity as 
evidence for your external auditor.

If you already have a system for recording these things, there’s 
no need to create a new one. Provided you are recording all the 
necessary information as determined by ISO 9001:2015, your 
existing records should be sufficient.

Continual improvement
Continual improvement is a requirement of ISO 9001:2015. 
However, it doesn’t mean that you must make improvements 
all the time just for the sake of it. Having your quality objectives 
aligned with your strategic direction provides unity of purpose 
and ensures that actions throughout the organization are 
working together towards the same goal. 

A thorough analysis of customer feedback will provide you with 
ample opportunity to find areas for improvement of products 
and services. Analysis of process performance provides 
evidence of areas where efficiency improvement may be made. 
Process-based audits provide you with a spot light on areas 
where processes and responsibilities cross over. These are 
often places where things can get missed, don’t get caught out 
working in silos.

As we know, the primary focus of ISO 9001:2015 is customer satisfaction. Using the 
knowledge and evidence gathered through effective monitoring and measuring of 
processes, the next step is to make improvements to enhance customer satisfaction. These 
could be improvements to your products or services, to the methods and resources used or 
to the quality management system itself.
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Root cause analysis
An important part of corrective action is to carry out 
a root cause analysis in relation to the issue that 
occurred. If you don’t get to the bottom of why or how 
it happened, then it’s likely whatever fix you implement 
will not be fully effective. A simple approach such as “5 
Whys” is a good root cause analysis tool. You start with 
the issue, then ask “Why” enough times to reach the 
root cause. Usually 5 times of asking is enough but for 
more complex problems you may need to dig deeper.

For example:

Problem statement: 
Packing line 1 was out of action for 2 hours today.

Why? 
Because the roll of packaging got tangled up 
in the machine

Why?  
Because it wasn’t fitted correctly into the machine

Why?   
Because the operative wasn’t properly trained

Why? 
Because they were an agency worker who 
had only just started

In this example, 4 times of asking why is enough to 
get to the root of the problem. There are a number of 
solutions which could be implemented here including 
not putting new or agency workers on that specific job 
role. It’s clearly a simplified example, some problems 
will be much more complicated and will require intricate 
analysis of detail to fully understand what went wrong. 
However, only by establishing the root cause can we be 
assured that corrective action can be effective and we 
can work to prevent similar issues occurring elsewhere.
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GET THE MOST 
FROM YOUR 
MANAGEMENT 
SYSTEMS
Top tips to get the most out of your quality management system

1.  Start with “Why”. Make sure your 
reasons for implementing a QMS are 
aligned with your strategic direction 
otherwise it may become unsustainable.

2.   Get everyone involved. They don’t all 
have to become decision-makers but 
make sure you communicate as 
relevant to everyone. Engagement 
is key to success.

3.   Make sure your quality objectives 
are SMART 
(Specific / Measurable / Achievable / 
Realistic / Timebound)

4.   ISO 9001:2015 doesn’t prescribe any 
specific method of risk assessment so 
implement a strategy that works for you 
and is relevant for your organization.

5.   ISO 9001:2015 doesn’t prescribe the 
creation of a quality manual. However, 
you do need to consider where you will 
contain your quality documentation, 
policies and procedures. They can be in 
any format, soft or hard copy.

6.  Protect electronic documents from 
unintended alteration or destruction 
using access permissions and make 
sure you have back-up copies.

7.  Write your quality policy in such a 
manner that you are happy for it to 
be seen by anyone and everyone. A 
copy is likely to be requested in formal 
tendering procedures.

8.  Process documentation doesn’t have 
to be all written. You can use images, 
videos, models and prototypes to bring 
them to life. Making them meaningful 
and accessible to all your employees 
will boost engagement and adherence 
to planned processes. 

9.  Review your monitoring and measuring 
activities regularly to ensure you’re 
monitoring and measuring the right 
things. These activities should be 
providing you with useful business 
intelligence that can inform the way 
you operate.

10.  There is no substitute for commitment 
from top management. An effective QMS 
is promoted, supported and engaged 
with by the highest level of leadership.
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WESTBURY AND 
ISO 9001:2015 
CASE STUDY

Westbury Control Systems are operating at 95% for its ‘on 
time customer deliveries’. Due for recertification against the 
2008 standard, they took the business decision to transition 
to the 2015 standard early. Through leadership, commitment 
and careful planning they were able to deliver this on time. 
Westbury’s suppliers have helped to support this by enhancing 
their delivery metric by 5% to attain 100% satisfaction by the 
end of 2017.

A thorough gap analysis was performed, to highlight the 
shortfalls within their existing management system and these 
were addressed as a part of their management review. Each 
process was audited and assessed against the new 
standard criteria.

WESTBURY TAKES CONTROL 
OF QUALITY 
The benefits to Westbury were; that they now have the latest 
industry standard, which will help them to clearly communicate 
with customers and provide clarity in demands and 
expectation. This is also applies for their workforce 
and suppliers.

Within the business, there was a positive reception across 
all staff members as they readily embraced the need for 
development. They understood that it was not only beneficial 
to the business as a whole, but also to them as individuals, as 
well as their respective teams. Transiting to ISO 9001:2015 has 
improved behaviours in their day-to-day operations, which is 
evident in the quality of products and services delivered to their 
customers on a daily basis.

GOING BEYOND
Westbury Control Systems are so pleased with their 
achievement of certification to ISO 9001:2015 that they are in 
the process of integrating other systems into it. They plan to 
work towards ISO 45001 imminently following its release in 
March 2018.

It is envisaged that once completed, the integrated 
management system or the ‘Business Management System’ 
will not only deliver a smarter, more customer orientated 
business, but will also allow the organization to do it more 
easily and effectively.

Experts in design, manufacturing and installing, integrated control systems, automation for 
OEM (original equipment manufacturer) meant there was a need to strengthen their existing 
relationship with NQA by transitioning from ISO 9001:2008 to ISO 9001:2015.

“Leadership commitment was evident from an early 
stage and helped drive all necessary changes to our 
processes or practices” 
Michael Greer, Westbury’s SHEQ Advisor

“The auditors recognised that our quality policy has 
been written and communicated at director level and 
throughout the business. This clearly demonstrates 
and emphasises our capability of delivering 
consistently performing products and services to all 
our customers.” Paul Knott, Director of Operations at 
Westbury Control Systems.
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NEXT STEPS ONCE 
IMPLEMENTED

AWARENESS TRAINING

•  Your organization should raise awareness about 
various standards covered under IMS.

•  You should hold seperate training meetings for top 
management, middle management and junior level 
management, which will help to create a motivating 
environment, ready for implementation.

POLICY AND OBJECTIVES

•  Your organization should develop an Integrated 
Quality Policy/Environment Policy/Health & Safety 
Policy/Information Security Policy and relevant 
objectives to help meet the requirements.

•  By working with top level management your company 
should hold workshops with all levels of management 
staff to outline the integrated objectives.

INTERNAL GAP ANALYSIS

•  Your organization should identify and compare the 
level of compliance of existing systems against 
requirements of the standards under your new IMS.

•  Relevant staff should all understand the operations of 
the organization and develop a process map for the 
activities within the business.

DOCUMENTATION / PROCESS DESIGN

•  The organization should create documentation 
of the processes as per requirements of relevant 
standard(s).

•  You should write and implement a manual, functional 
procedures booklet, work instructions, system 
procedures and provide associated terms.

DOCUMENTATION / PROCESS 
IMPLEMENTATION

•  Processes / Documents developed in tep 4, should 
be implemented across the organization covering all 
the departments and activities.

•  The organization should hold a workshop on the 
implementation as per applicable for the ISO 
standard requirements.

QUALITY 
MANAGEMENT 
TRAINING
Using ISO 9001 as a framework, learn how to implement, audit and improve your quality 
management system and processes. Our courses suit the needs of new quality managers 
implementing ISO 9001 for the first time through to auditors that want to achieve IRCA 
professional status.

COURSE DETAILS LVL. DURATION PRICE

NQA ISO 9001:2015 QMS (Quality) E-Learning Introduction Training 1 0.5 Days £170.00

NQA ISO 9001:2015 QMS (Quality) Introduction Training 1 1 Day £425.00

NQA Remote Internal Audit Training 1 0.5 Days £170.00

CQI and IRCA Introduction to Risk Management Foundation Training (A2241) 1 2 Days £750.00

NQA ISO 9001:2015 QMS (Quality) Implementation Training 2 1 Day £425.00

NQA ISO 9001:2015 New Manager Training 2 2 Days £750.00

NQA ISO 9001:2015 Senior Management Briefing Training (In-House Only) 0.5 Days £1000.00
FOR 10 PEOPLE

NQA ISO 9001:2015 QMS (Quality) Internal Auditor Training 2 1 Day £425.00

CQI and IRCA ISO 9001:2015 QMS (Quality) Internal Auditor Training 

(A17931)

2 2 Days £750.00

CQI and IRCA ISO 9001:2015 QMS (Quality) Lead Auditor Training (A18022) 3 5 Days £1375.00

5

4

3

2

1

INTERNAL AUDIT

•  A robust internal audit system for the organization is 
essential. Internal Auditor Training is recommended 
and NQA can provide Internal Auditor Training for the 
standard(s) that you are implementing.

•  It is important to implement corrective actions for 
improvements, in each of the audited documents, in 
order to bridge gaps and ensure effectiveness of IMS.

ORGANISE A MANAGEMENT ‘SYSTEM’ 
REVIEW MEETING
•  Top level management must review various official 

business aspects of the organization, which are 
relevant to the standards being implemented.

•  Review the policy, objectives, results of internal 
audit, results of process performance, results of 
complaints/feedback/legal compliance, results of risk 
assessment/incidents and develop an action plan 
following the meeting - which must be minuted.

THOROUGH GAP ANALYSIS OF 
IMPLEMENTED SYSTEMS

•  A formal pre-certification gap analysis should be 
conducted to assess effectiveness and compliance of 
system implementation in the organization.

•  This final gap analysis will prepare your organization 
for the final certification audit.

CORRECTIVE ACTIONS

•  Organization should be ready for final certification 
audit, providing that the gap analysis audit conducted 
in the last step and all the non-conformities (NC) 
have been assigned corrective actions.

•  Check that all the significant NCs are closed and the 
organization is ready for the final certification audit.

FINAL CERTIFICATION AUDIT

•  Once completed, your organization is hopefully 
recommended for registration to ISO 9001/14001/
OHSAS 18001.

•  CONGRATULATIONS!10

9

8

7

6

FREE TO NQA CLIENTS 
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NOTES

We have been 
using JMT Quality 
Consultants as our ISO 
external auditor for the 
past couple of years 
and I wish that we had 
done so much earlier! 
We have found them 
to be very professional, 
providing not only a 
comprehensive audit 
report but additional 
ideas for improvement 
and contacts for our 
company that we 
could additionally 
benefi t from. 
SAFETYBOSS

The professionalism 
and work-ethic Clark 
from CBO Associates 
showed during our 
ISO 9001 process 
was excellent. Clark 
is a professional 
in his delivery, a 
knowledgeable person 
that offers a high 
level of service which 
makes him an ideal 
QHSE Consultant. 
His ideas and 
delivery are both 
creative and effective.
CLARK-IT, 
ABERDEENSHIRE

Since being certifi ed 
to ISO 9001 and ISO 
14001 we have relied 
on Martin Giddens 
from Morton Hodson 
for support with our 
annual process auditing. 
Martin understands our 
business and always 
advises us of which 
changes to guidance 
and regulations apply 
and what we need to 
do to implement them. 
Martin’s expertise 
ensure that staying 
compliant is simple.
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To find a consultant to support you through 
your certification journey contact us on:

0800 052 2424 (option 2) or email sales@nqa.com

If you are looking for a 
consultant to assist you 
with a new or existing 
management system, 
NQA can help!
Our APP has consultants from all over 
the country enlisted on it. The register is 
designed to help you find experienced 
consultants who can help.
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www.nqa.com

USEFUL LINKS
Quality Management Training

https://www.nqa.com/training/quality-management 

CQI/IRCA
https://www.quality.org/ 

ISO - International Organization for Standardization
https://www.iso.org/home.html 
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