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TO ISO 9001 CERTIFICATION GUIDETO ISO 9001 CERTIFICATION GUIDE
Welcome! This guide gives a comprehensive overview of the ISO

9001 certification process and how Sternberg Consulting can
assist you in achieving ISO compliance.

Ever wondered what it takes to achieve ISO 9001 certification?
You're in the right place, and Sternberg Consulting is ready to

demystify the process for you. As a comprehensive overview of
the ISO 9001 certification process and the ways in which

Sternberg Consulting can support you on your path to ISO
conformity, this is more than just a guide – it's a roadmap to your

success.

WELCOME !WELCOME !



My professional journey across various sectors of engineering and
quality assurance, from the automotive industry through the

semiconductor sector to the optical industry, has constantly presented
me with new challenges. However, one insight has always stood out:

understanding others and a strong willingness to help are keys to
solving nearly any problem. It is with this philosophy that I founded

Sternberg Consulting.

Your success is my goal. With the expertise and experiences, I've
gathered over the years, I want to make the process of achieving your

ISO conformity not just more transparent but also more efficient. In this
guide, I share not only the necessary knowledge but also practical tips

and strategies that have proven effective in practice.
Together, we will make the journey to ISO 9001 certification not just

possible but successful. Let's embark on this path together.



WHAT IS ISO 9001?WHAT IS ISO 9001?  

WHAT YOU CAN EXPECT INWHAT YOU CAN EXPECT IN
THIS GUIDE:THIS GUIDE:

ISO 9001 is an international standard that specifies
requirements for a quality management system
(QMS). 
It aims to help organizations meet customer
expectations and regulatory requirements while
enhancing customer satisfaction and continual
improvement.

Understanding key principles of ISO 9001:2015
ISO 9001:2015 Standard Requirements
Strategies for successful implementation of ISO
9001 in your Organization
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This guide aims to demystify the ISO 9001 certification process and
illustrate how we can be your partner in achieving certification.

We understand that navigating the ISO 9001 certification process can be
complex and time-consuming. That's why we offer a streamlined
approach that is tailored to fit your organization's unique needs. The
process of getting conformance to the ISO 9001 can be broken down into
seven simple steps:

CERTIFICATIONCERTIFICATION
PROCESS/STEPSPROCESS/STEPS
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Learn the requirements ofLearn the requirements of
the ISO 9001 Standard:the ISO 9001 Standard:  

Conduct your internal audit:Conduct your internal audit:

Implement yourImplement your
QMS:QMS:

External Audit throughExternal Audit through
the Notified Body:the Notified Body:

Create requiredCreate required
documentation:documentation:

Pre-audit assessmentPre-audit assessment  
(only necessary if you want to get a(only necessary if you want to get a
certification without a consultant):certification without a consultant):

Selection of certificationSelection of certification
body:body:  

1

5
3

7

2

6
4

After SuccessfulAfter Successful
Certification:Certification:

We work closely with you to simplify the ISO 9001
requirements and ensure you have a clear
understanding of what is required for
certification.

Once your QMS is in place, we will help you
conduct internal audits to identify opportunities
for improvement and ensure you are fully
prepared for the certification audit.

Under our guidance, you will implement your
QMS and conduct internal audits to ensure
everything is in order before the certification
audit.

This is a crucial step where an external auditor
assesses the organization's compliance with ISO
9001 standards. The audit is thorough, checks the
effectiveness of the quality management system
(QMS) and ensures that all requirements are
met.

 We will help you develop your Quality
Management System (QMS) manual and all
necessary documentation to meet ISO 9001

requirements and make the process as simple as
possible.

As part of the pre-audit, your facility's QM system
is checked to determine whether it is ready for

certification according to ISO 9001. This step is not
necessary if you use our consulting service.

Select a notified body of your choice. A
recognized notified body is TÜV SÜD, TÜV Hessen

also has a good reputation and is slightly more
cost-effective. We would be happy to do this for

you too.

Surveillance audits check compliance with ISO
9001 standards one and two years after initial

certification and encourage improvements.
Recertification takes place after three years or

the second surveillance audit and confirms
continued conformity to standards. After

successful recertification, the cycle restarts with
two further surveillance audits.
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ISO 9001 is an international standard that specifies requirements for a
quality management system (QMS). It helps organizations
demonstrate their ability to consistently provide products and
services that meet customer and regulatory requirements.
Understanding key clauses and principles of ISO 9001 is essential for
implementing and maintaining an effective quality management
system. Here are some key clauses and principles:

UNDERSTANDING KEYUNDERSTANDING KEY
CLAUSES AND PRINCIPLESCLAUSES AND PRINCIPLES
OF ISO 9001OF ISO 9001



2.2.    ISO DEVELOPMENT PHASESISO DEVELOPMENT PHASES

In recent years, the focus on operational
transparency, process optimization, customer
satisfaction, and reducing errors has
intensified, making a certified quality
management system (QMS) like ISO 9001
essential across various sectors. Initially met
with skepticism, business owners now
recognize that ISO 9001 certification is not only
vital for manufacturing but for a broad range
of industries, reflecting evolving social,
economic, and technological trends.

  INTRODUCTIONINTRODUCTION11..
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BS 5750 has been published in the UK ISO

9001:1987 published (1st revision) ISO

9001:1994 published (2nd revision) ISO

9001:2000 published (3rd revision) ISO

9001:2008 published (4th revision) ISO

9001:2015 published (5th revision)

Development of ISO 9001:

The development of ISO 9001 began in the defense industry, emphasizing the need for robust
quality standards. Over time, revisions have shifted the focus from mere product inspection to
proactive quality improvement and comprehensive management strategies. Specifically, the
1994 revision highlighted preventive measures, while the 2000 update advocated for
understanding organizational needs before designing processes, spotlighting continuous
improvement and customer satisfaction.

The most recent revision, ISO 9001:2015, has been a significant step forward. It introduced a
uniform structure to ease integration into broader management systems, emphasized
understanding the business context, stakeholder identification, a risk-based approach, and
effective knowledge management. This version places considerable importance on the role of
top management and leans heavily towards service-oriented aspects, signifying quality
management's integral role in corporate management. Together, these elements underscore the
evolution and impact of ISO 9001, detailing its application in various operational contexts and its
utility in achieving organizational objectives.



4. Context of the
organization

9. Evaluation of
performance

5. Leadership 10. Improvement6. Planning 7. Support 8. Operation

9.2 Internal
Audit

9.3 Management
review

4.4 QMS and its
processes

4.3 Setting the 
Scope of the QMS

4.1 Understanding the 
organization and 
their context

4.2 Understanding the 
Requirements and
expectations of
interested parties

9.1 monitoring, 
Measurement,
analysis 
and evaluation

5.2
Politics

5.1 Leadership
and
Commitment

10.1 General

10.3 Continuous
Improvement

5.3 Roles,
Responsibilities
words and powers in
the Organisation

10.2 Non-conformity
and correction
measures

6.3 Planning
Changes

6.1 Measures to deal
with risks
kens and
opportunities

6.2 Quality goals and
planning for them 
achievement

7.2
Competence

7.1 Resources

7.3 
Awareness

7.4
Communication

7.5 Documented
Information

8.1 Operational
Planning and
Control

8.5 Production and
service provision

8.7 Control of
Nonconforming
Outputs

8.6 Release of
products and
services

8.3 Design and
Development of
Products and Services

8.2 Requirements for
products and services

8.4 Control of
externally provided
processes, products,
and services

P L A N D O CHECK A C T

1

2

3

4
PLAN

P D C A  
C Y C L E

DO

CHECK
ACT

3.3.    HIGH LEVEL STRUCTUREHIGH LEVEL STRUCTURE
ISO 9001:2015 adheres to the High-Level Structure,
maintaining consistent section order, text, and
terminology across other management system
standards such as ISO 14001:2015 for environmental
management. This uniform structure aims to enhance
compatibility with other management systems. 

The standard comprises 10 chapters. 
Chapters 1 to 3 address the scope of application,
normative references, and pertinent terminology.
 Chapters 4 to 10 outline the Plan-Implement-
Check-Act (P-D-C-A) cycle.
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To effectively implement an operational strategic
approach, it's essential to establish a shared
understanding. The seven principles of Quality
Management (QM) serve as the foundation for
meeting the criteria outlined in ISO 9001:2015.

1

2

3

5

4

6

7

Leadership

Engagement of people

Relationship ManagementProcess approach

Evidence-Based Decision Making

Improvement

Managers across all tiers should synchronize the
company with market demands. This entails
establishing and sustaining an internal
atmosphere where employees are
wholeheartedly dedicated to attaining company
objectives.

Employees are the cornerstone of any company,
shaping its essence across all levels. By
recognizing, empowering, and supporting them,
they become motivated to utilize their skills in
service of the organization.

Mutual interdependence exists between a
company and its stakeholders, such as suppliers.
Thus, cultivating a relationship built on trust and
transparency is crucial, serving as the
cornerstone for long-term success.

In order to achieve the desired result more
efficiently, all activities and the associated
resources should be clearly interrelated. 

The precise analysis of data and information
forms the basis for understanding the
relationships between cause and effect and
possible consequences and for implementing
effective measures.

Only those who question themselves and
continually improve the company's overall
performance will achieve long-term success. 

Customer focus

Customers lie at the heart of every
business endeavor, wielding the power
to determine between prosperity and
downfall. Hence, it is paramount to
grasp their needs thoroughly and strive
not just to meet but, ideally, surpass
their expectations.

4. QM PRINCIPLES4. QM PRINCIPLES  

06



The introduction of ISO 9001:2015 has significantly broadened the requirements pertaining to leadership,
leadership roles, and responsibilities. Top management now holds the responsibility for the effectiveness,
maintenance, and continuous improvement of the quality management system. Consequently, the position of
a Quality Management Representative (QMR) is no longer obligatory. While the accountability itself cannot be
delegated, specific tasks can be assigned, for instance, to a top management representative (BoL).

Process-oriented approach, the standard is easy to apply
and independent of the size of the company and the purpose
of the company. The effectiveness and efficiency of the
organization in achieving the set goals is improved and
customer satisfaction is also increased by meeting
expectations. 
A process is a set of interrelated or interacting activities that
transforms inputs into outputs.

The process approach enables an organization to:
Understand requirements better and fulfill them more
consistently (improved, consistent and predictable
meaningful results) to create added value (e.g. due to
low
lower costs and shorter cycle times 
effective use of resources) to achieve effective process
performance indicators, to improve processes by
evaluating data and information, to promote
Employee participation and clear responsibilities

Expanded Leadership
Requirements under ISO
9001:2015
Top Management Responsibility
for QMS Effectiveness

Management Responsibility
towards Customers and
Stakeholders
Integration of Customer
Perspective and Legal
Requirements

Role of Quality Management
Representative (QMB) in ISO
9001:2015
Integration of Quality Culture
from Top Management

Policy and Goal Alignment with
Organizational Context
Planning and Cascading Quality
Objectives

5. TASKS OF TOP MANAGEMENT5. TASKS OF TOP MANAGEMENT  

6. PROCESS ORIENTATION6. PROCESS ORIENTATION
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To guarantee elevated process quality, the following quality characteristics must be present and operational
within a company.

P D C A - Z y k l u s Requirements/Criteria Possible definition i. d. Practice

STEP 1:
P L A N

Risks + Opportunities Availability + 
Resources Responsibility + 

Authorities Input + 
Results Sequence + 

Interactions

process sheet, risk matrix, Turtle personnel
(deployment) planning, investment planning
workflow system, ERP system, responsibility

matrix workflow, ERP System, VAs process map,
workflow, ERP system

STEP 2:
D O

Effective execution and control workflow system, ERP system, instructions 

STEP 3:
C H E C K

Monitoring and measurement ERP system, SPC, KPIs 

STEP 4:
A C T

Improvement of the process KVP workshop, process analysis, internal audit

Risks and opportunities

Availability and resources

Responsibility and authority

Effective execution and direction

In the third step, the responsibilities and authorities must
also be checked, for example using responsibility matrices. 

Risk-based thinking is the focus of the fifth step of the process
maturity level. To do this, it must be checked whether all
relevant risks of the essential processes have actually been
recorded. Even though many companies analyze financial
risks, there are others, such as the availability of knowledge
among know-how holders and specialists or market risks from
more innovative competitors. Characteristic of a quality
management according to ISO 9001 is to identify these risks
in a direct connection with the defined processes. 

In the first and second steps, companies must define the
inputs and desired results of their processes as well as their
sequence and interactions, e.g. in a process map or individual
process sheets. 

With the help of context analysis, the view should be directed
from the more detailed process view to the big picture and in
particular to the expectations of the customer and the
company's environment.

The sixth step is to ensure effective implementation and
control of the processes. This requires clear instructions, e.g.
by introducing an ERP system in manufacturing processes.
Depending on the complexity, fast feedback loops or control
loops and sufficient communication are necessary. 

The processes are assessed in step seven using appropriate
assessment and measurement procedures. These are
necessary if corresponding technical or personnel risks or
instabilities have been identified and especially if risks relating
to customer requirements are involved. It is advisable to check
whether there are early signs of deviations from the target
condition. A high level of accuracy in the measurement results
is of little help if the results are available too late. 

In the eighth stage, the data obtained from the process
evaluation allows management to make a reliable decision for
necessary improvements. Process thinking according to ISO
9001 supports organizations with a high degree of
transparency in order to specifically initiate and advance the
improvement process.

Sequence and interaction, input and results

In the fourth step, companies are then expected to determine
their need for resources – whether technological or human.
Important points here are personnel and investment planning,
for example in order to be able to react accordingly in the
event of noticeable fluctuation or planned market expansion.

Monitoring and measurement

Improvement of processes

7. PROCESS MATURITY LEVEL7. PROCESS MATURITY LEVEL
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8. PROCESS MATURITY LEVEL8. PROCESS MATURITY LEVEL

9. RISK-BASED THINKING9. RISK-BASED THINKING

The context of the organization should build a bridge from
quality management to strategic management: What is the
main corporate purpose? What are the main external and
internal influencing factors and which interested parties have
what demands and expectations of the company's products
and services?

A quality management system according to ISO 9001:2015
requires that both your own organization and the external
environment and the corresponding influencing factors with
which the organization interacts are known. This understanding
can be examined through various analyses, such as:  
Competition analyses, trend analyses, etc. can be generated.
These strategic management measures are management tasks.

The basic idea of   ISO 9001:2015 is that for long-term
success, companies must take into account the requirements
of their stakeholders. In addition to customers, this includes
e.g. suppliers, owners, employees, authorities, business
partners or even competitors. 

An important note: The products/services do not have to
meet the requirements and expectations of all external
parties, but only those interested parties deemed relevant.

The central requirements of risk-based thinking in ISO
9001:2015 have strong connections to strategic management,
in that the entire quality management system is now
permeated by the basic preventative idea.

PLAN

ANALYZE

IDENTIFY

DO

CHECK

ACT

Implement measures

Check the effectiveness of the measures

Lessons learned (continuous improvement)

Analyze and prioritize risks and
opportunities

Plan measures to minimize risks

Identify risks and opportunities (depending on the
context of the organization)

RIS
K-B

A
SE

D T
HIN

KIN
G
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ISO 9001:2015 underscores the organization's responsibility
for determining what information needs to be retained,
including the method and duration of retention. Where the
standard refers to "information" without specifying
"documented," organizations have the autonomy to decide
whether documentation is necessary.

Neither a quality management manual nor documented
procedures are mandated by ISO 9001:2015. While
documented information is required in certain instances, the
extent of documentation varies based on factors such as
company size, complexity, staff expertise, and associated
risks.

ISO 9001:2015 grants organizations significant flexibility in
documenting processes within their management systems.
This flexibility extends to leadership, strategic planning, core
processes, and supporting processes throughout the
company. Typically, clarity is established through tools like
checklists or electronic workflows, although this is subject to
the organization's discretion.

Determining the specific knowledge necessary for each
process and assessing its availability within the company are
critical steps. This evaluation allows the organization to
pinpoint its knowledge requirements and uncover actionable
opportunities. Recognized by ISO 9001:2015 as a vital
resource, knowledge must be effectively managed to maintain
product and service compliance. 

Promoting awareness of knowledge as a strategic asset across
all organizational levels is imperative. Leveraging knowledge
as a cornerstone for successful corporate governance requires
its judicious application to attain desired results. While
formalized knowledge management systems are not
obligatory, optimizing knowledge utilization remains
fundamental for organizational excellence.

It is also essential that the organization recognizes how
documented information is handled with regard to access,
protection, storability, retrieval, clear naming, revision status,
etc. 

10.10.    DOCUMENTED INFORMATIONDOCUMENTED INFORMATION

11.11.    EFFECTIVE KNOWLEDGE UTILIZATION INEFFECTIVE KNOWLEDGE UTILIZATION IN
ORGANIZATIONSORGANIZATIONS
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As companies strive to meet the ever-increasing
demands of customers, regulatory bodies, and
stakeholders, the need for a robust Quality
Management System (QMS) has become
paramount. Enter ISO 9001:2015, the
internationally recognized standard that
provides a framework for establishing,
implementing, and maintaining an effective
QMS. At the heart of this standard lies Clause 4 –
Context of the Organization – a critical
foundation that ensures the QMS is tailored to
the organization's unique needs and aligned
with its strategic objectives.

Successful organizations understand that they do not operate in a vacuum. They are part of a
complex ecosystem, influenced by both internal and external factors. Clause 4.1 requires
organizations to identify and comprehend these factors, as they can significantly impact the
organization's ability to achieve its intended outcomes.
Internal issues may include organizational culture, values, competencies, resources, and
performance capabilities. For instance, a technology company with a strong innovation culture and
highly skilled workforce may have a competitive advantage, while a manufacturing firm with
outdated equipment and high employee turnover may face challenges.
External issues, on the other hand, encompass a wide range of factors, such as legal, technological,
competitive, market, cultural, social, and economic environments. A pharmaceutical company, for
example, must navigate evolving regulatory requirements, emerging technologies, and market
competition, while a food processing company must address consumer demands for sustainable
and ethically sourced products.

In today's interconnected world, organizations do not operate in isolation. They are part of a complex
web of stakeholders, each with their own needs and expectations. Clause 4.2 requires organizations
to identify these interested parties and understand their requirements, as failing to do so can have
severe consequences.
Interested parties can include customers, employees, suppliers, regulatory bodies, shareholders, and
local communities. A construction company, for instance, must consider client expectations for
timely project completion and adherence to specifications, employee expectations for fair
compensation and a safe working environment, and regulatory requirements for compliance with
building codes and safety standards.

CONTEXT OF THE ORGANIZATIONCONTEXT OF THE ORGANIZATION
CLAUSE 4CLAUSE 4

4.1 UNDERSTANDING THE ORGANIZATION AND ITS CONTEXT4.1 UNDERSTANDING THE ORGANIZATION AND ITS CONTEXT

4.2 UNDERSTANDING THE NEEDS AND EXPECTATIONS OF INTERESTED PARTIES4.2 UNDERSTANDING THE NEEDS AND EXPECTATIONS OF INTERESTED PARTIES
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With a clear understanding of the organization's context and the needs of interested parties, the next
step is to define the scope of the QMS. Clause 4.3 requires organizations to clearly state the products,
services, and processes covered by the QMS, as well as any justifications for exclusions from the ISO
9001 standard.
For example, a logistics company may define the scope of its QMS as "The provision of
transportation, warehousing, and supply chain management services for clients in the retail and
manufacturing sectors across [regions]." This clear scope ensures that the QMS is focused and
tailored to the organization's specific operations.

Once the scope is defined, organizations must establish, implement, maintain, and continually
improve the QMS, including the processes needed and their interactions, in accordance with the ISO
9001 standard. This involves defining processes, determining process inputs and outputs,
establishing criteria for operation, allocating resources, and implementing monitoring and
measurement methods.
By addressing the requirements of Clause 4, organizations can develop a QMS that is tailored to their
specific context, focused on meeting the needs of interested parties, and aligned with their strategic
direction, ultimately enhancing their ability to consistently deliver quality products and services and
stay ahead of the competition.

4.3 DETERMINING THE SCOPE OF THE QUALITY MANAGEMENT SYSTEM4.3 DETERMINING THE SCOPE OF THE QUALITY MANAGEMENT SYSTEM

4.4 QUALITY MANAGEMENT SYSTEM AND ITS PROCESSES4.4 QUALITY MANAGEMENT SYSTEM AND ITS PROCESSES
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In the pursuit of excellence, leadership plays a
pivotal role in shaping an organization's quality
culture. ISO 9001:2015 recognizes this critical
aspect, dedicating Clause 5 to "Leadership" – a
comprehensive set of requirements that ensure
top management's unwavering commitment to
the Quality Management System (QMS).

Effective leadership is not just about setting
directions; it's about inspiring, empowering, and
aligning the entire organization towards a
common goal of delivering quality products and
services. Clause 5 serves as a catalyst for this
transformative journey, ensuring that quality is
ingrained in every aspect of the organization's
operations.

Sub Clause 5.1 sets the tone for leadership's involvement in the QMS. It requires top management to
demonstrate leadership and commitment by taking accountability for the effectiveness of the QMS,
establishing quality policies and objectives, and ensuring that the necessary resources are available.

A manufacturing company, top management's commitment could be demonstrated by actively
participating in quality improvement initiatives, allocating adequate resources for employee training
and equipment upgrades, and fostering a culture of continuous improvement.

A well-defined quality policy is the cornerstone of an effective QMS. Subclause 5.2 mandates that top
management establish, implement, and maintain a quality policy that aligns with the organization's
purpose and strategic direction, provides a framework for setting quality objectives, and includes a
commitment to meeting applicable requirements and continual improvement.

Consider a healthcare organization, where the quality policy could emphasize patient safety,
adherence to regulatory standards, and a commitment to continuously enhancing the quality of
care provided.

LEADERSHIP - DRIVING QUALITYLEADERSHIP - DRIVING QUALITY
FROM THE TOPFROM THE TOP

CLAUSE 5CLAUSE 5

5.1 LEADERSHIP AND COMMITMENT5.1 LEADERSHIP AND COMMITMENT

5.2 QUALITY POLICY5.2 QUALITY POLICY
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Successful implementation of a QMS requires clear roles, responsibilities, and authorities within the
organization. Subclause 5.3 requires top management to ensure that these are assigned,
communicated, and understood at all levels of the organization.

In a consulting firm, for example, this could involve defining the roles and responsibilities of project
managers, subject matter experts, and quality assurance personnel, ensuring that everyone
understands their contribution to delivering high-quality services to clients.

By addressing the requirements of Clause 5, organizations can foster a culture of quality that
permeates every level, from top management to frontline employees. Effective leadership not only
sets the direction but also inspires and empowers individuals to take ownership of quality, driving
continuous improvement and ensuring that the organization remains competitive and responsive to
the ever-changing needs of its customers and stakeholders.

5.3 ORGANIZATIONAL ROLES, RESPONSIBILITIES, AND AUTHORITIES5.3 ORGANIZATIONAL ROLES, RESPONSIBILITIES, AND AUTHORITIES
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In the ever-changing business landscape,
effective planning is crucial for organizations to
navigate through challenges and seize
opportunities. ISO 9001:2015 recognizes this
importance, dedicating Clause 6 to "Planning for
the Quality Management System." This clause
serves as a strategic compass, guiding
organizations in establishing objectives,
identifying risks and opportunities, and
developing action plans to achieve their quality
goals.

Subclause 6.1 requires organizations to identify and address risks and opportunities that could
potentially impact their ability to deliver quality products and services. This proactive approach
ensures that organizations are prepared to mitigate potential threats and capitalize on emerging
opportunities. Organizations should establish processes to determine risks and opportunities, plan
actions to address them, and integrate these actions into the QMS processes.

Effective planning starts with setting clear and
measurable objectives. Subclause 6.2 mandates that
organizations establish quality objectives at relevant
functions, levels, and processes within the organization.
These objectives should be consistent with the quality
policy, measurable, monitored, communicated, and
updated as necessary. Quality objectives must be
S.M.A.R.T. (Specific, Measurable, Achievable, Relevant, and
Time-bound). For example, a vague objective like
"reducing errors" is not feasible, whereas a good quality
objective would be "reducing the errors in the final control
of [Product] by 10% within the next six months."
Organizations should determine what needs to be done,
what resources are required, who will be responsible,
when it will be completed, and how the results will be
evaluated.

PLANNING FOR QUALITY -PLANNING FOR QUALITY -
CHARTING THE COURSE TOCHARTING THE COURSE TO
SUCCESSSUCCESS

CLAUSE 6CLAUSE 6

6.1 ACTIONS TO ADDRESS RISKS AND OPPORTUNITIES6.1 ACTIONS TO ADDRESS RISKS AND OPPORTUNITIES

6.2 QUALITY OBJECTIVES AND PLANNING TO ACHIEVE THEM6.2 QUALITY OBJECTIVES AND PLANNING TO ACHIEVE THEM
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Change is inevitable in today's dynamic business environment, and organizations must be prepared
to manage it effectively. Subclause 6.3 requires organizations to plan and implement changes to the
Quality Management System in a controlled manner, ensuring that the integrity of the system is
maintained and unintended consequences are minimized. This includes determining the purpose
and potential consequences of the change, allocating resources, assigning responsibilities, and
updating documented information as necessary.

By addressing the requirements of Clause 6, organizations can develop a comprehensive plan that
aligns their quality objectives with their strategic goals, identifies and mitigates risks, and capitalizes
on opportunities for improvement. This proactive approach not only enhances the organization's
ability to deliver quality products and services but also fosters a culture of continuous improvement,
enabling them to stay ahead of the competition and adapt to changing market demands.

6.3 PLANNING OF CHANGES6.3 PLANNING OF CHANGES
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Clause 7 of a Quality Management System
ensures provision of adequate resources,
infrastructure, competent personnel, and
awareness to achieve quality objectives.

Subclause 7.1 requires organizations to determine and provide the resources needed for the
establishment, implementation, maintenance, and continual improvement of the QMS. 
This includes:

SUPPORTSUPPORT

CLAUSE 7CLAUSE 7

7.1 RESOURCES7.1 RESOURCES

7.1.2 People

7.1.1 General

Competent personnel are essential for the effective operation
of the QMS. For example, an organization can establish job
descriptions with required qualifications and implement a
performance evaluation system to ensure competent
personnel.

Organizations must determine, provide, and maintain the
infrastructure necessary for the operation of processes and to
achieve conformity of products and services. An organization
can invest in modern manufacturing equipment and upgrade
its IT infrastructure to support the QMS.

A suitable environment is crucial for the operation of processes
and the achievement of conforming products and services.
Organizations should determine, provide, and maintain the
necessary environment, considering factors such as social,
psychological, and physical. For instance, an organization can
implement measures to ensure a safe and ergonomic work
environment.

Knowledge is a valuable resource for organizations. They
should determine the knowledge necessary for the operation
of processes and achievement of conformity of products and
services, and maintain and make this knowledge available as
necessary. An organization can establish a knowledge
management system to capture and share best practices and
technical expertise.

Organizations must determine and provide the resources
needed, such as people, infrastructure, environment for the
operation of processes, monitoring and measuring resources,
and organizational knowledge.

7.1.3 Infrastructure

7.1.4 Environment for the Operation of Processes

7.1.6 Organizational Knowledge

7.1.5 Monitoring and Measuring Resources

Organizations must determine and provide the resources
needed to ensure valid and reliable monitoring and
measurement results when verifying the conformity of
products and services to requirements.
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Competent personnel are essential for the effective operation
of a QMS. Subclause 7.2 mandates that organizations
determine the necessary competence of individuals
performing work that affects product and service quality,
ensure that these individuals are competent based on
appropriate education, training, or experience, and take
actions to acquire the necessary competence when needed.

Effective communication is vital for the smooth functioning of
a QMS. Subclause 7.4 requires organizations to determine the
internal and external communications relevant to the QMS,
including what, when, with whom, how, and who
communicates. An organization can establish communication
channels such as regular meetings, newsletters, and feedback
mechanisms.

Awareness of the quality policy, relevant quality objectives,
and the importance of individual contributions to the QMS is
crucial for its successful implementation. 

Subclause 7.3 requires organizations to ensure that
individuals performing work under the organization's control
are aware of these elements and the implications of not
conforming to the QMS requirements.

Documented information is essential for the effective
planning, operation, and control of processes within the QMS.
Subclause 7.5 outlines the requirements for creating,
updating, controlling, and retaining documented information,
ensuring that it is available and suitable for use when needed.
An organization can implement a document control system to
manage the creation, review, approval, distribution, and
revision of documented information.

By addressing the requirements of Clause 7, organizations can establish a solid foundation for their QMS,
ensuring that they have the necessary resources, competent personnel, awareness, communication channels,
and documented information to consistently deliver quality products and services.

7.2 COMPETENCE7.2 COMPETENCE

7.4 COMMUNICATION7.4 COMMUNICATION

7.3 AWARENESS7.3 AWARENESS

7.5 DOCUMENTED INFORMATION7.5 DOCUMENTED INFORMATION
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Clause 8 of ISO 9001:2015 focuses on the
operational aspects of the Quality Management
System (QMS), ensuring that organizations have
effective processes in place for planning,
controlling, and delivering quality products and
services to their customers.

OPERATION - DELIVERINGOPERATION - DELIVERING
QUALITY PRODUCTS ANDQUALITY PRODUCTS AND
SERVICESSERVICES

CLAUSE 8CLAUSE 8

Subclause 8.1 requires organizations to plan, implement, and control the processes needed to meet
the requirements for the provision of products and services, and to implement the actions
determined in Clause 6 (Planning). This includes determining the requirements for products and
services, establishing criteria for processes and acceptance of products and services, and ensuring
the availability of resources.

For example, a manufacturing company should plan and control its production processes, including
process parameters, work instructions, and quality control measures, to ensure that products meet
customer specifications and regulatory requirements.

Subclause 8.2 addresses the requirements related to products and services, including customer
communication, determining requirements related to products and services, reviewing and
changing requirements when necessary, and retaining documented information describing the
requirements.

Organizations should establish effective communication channels with customers to understand
their requirements, resolve any ambiguities, and ensure that customer feedback is captured and
addressed.

For organizations involved in design and development activities, Subclause 8.3 outlines the
requirements for planning, controlling, inputting, controlling, outputting, and changing these
processes. This includes establishing design and development processes, determining inputs and
outputs, controlling changes, and retaining documented information.

For instance, a software development company should have a well-defined process for gathering
user requirements, translating them into technical specifications, conducting design reviews, and
managing changes to ensure the final product meets customer needs.

8.1 OPERATIONAL PLANNING AND CONTROL8.1 OPERATIONAL PLANNING AND CONTROL

8.2 REQUIREMENTS FOR PRODUCTS AND SERVICES8.2 REQUIREMENTS FOR PRODUCTS AND SERVICES

8.3 DESIGN AND DEVELOPMENT OF PRODUCTS AND SERVICES8.3 DESIGN AND DEVELOPMENT OF PRODUCTS AND SERVICES
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Subclause 8.4 focuses on ensuring the quality of externally
provided processes, products, and services that are intended
for incorporation into the organization's own products and
services. It requires organizations to establish criteria for
evaluation, selection, monitoring, and re-evaluation of
external providers, and to retain documented information of
these activities.

An example could be a manufacturing company that
outsources certain components or services. They should have
a process for evaluating and selecting qualified suppliers,
monitoring their performance, and taking corrective actions
when necessary.

Subclause 8.6 requires organizations to implement planned
arrangements for the verification and acceptance of products
and services, ensuring that they meet the specified
requirements before release.

This could involve final inspections, testing, or validation
activities to confirm that products or services conform to
customer requirements, specifications, and applicable
regulations before being released to the customer.

Subclause 8.7 addresses the requirements for identifying and
controlling nonconforming outputs, including taking
appropriate actions based on the nature of the nonconformity
and dealing with detected nonconformities.

Organizations should have processes in place to identify,
segregate, and disposition nonconforming products or
services, including corrective actions, concessions, or rework,
to prevent their unintended use or delivery.

Subclause 8.5 outlines the requirements for controlling the
production and service provision processes, including
identifying outputs, implementing monitoring and
measurement activities, using suitable infrastructure and
environment, implementing product and service traceability,
preserving outputs, and controlling changes.

For a service organization, this could involve establishing
procedures for service delivery, monitoring customer
satisfaction, and ensuring that service environments (e.g.,
facilities, equipment) are suitable for consistent service
quality.

8.4 CONTROL OF EXTERNALLY PROVIDED8.4 CONTROL OF EXTERNALLY PROVIDED
PROCESSES, PRODUCTS, AND SERVICESPROCESSES, PRODUCTS, AND SERVICES

8.6 RELEASE OF PRODUCTS AND SERVICES8.6 RELEASE OF PRODUCTS AND SERVICES

CONTROL OF NONCONFORMING OUTPUTSCONTROL OF NONCONFORMING OUTPUTS

8.5 PRODUCTION AND SERVICE PROVISION8.5 PRODUCTION AND SERVICE PROVISION

By addressing the requirements of Clause 8, organizations can establish robust operational processes that
ensure the consistent delivery of quality products and services, meeting customer requirements and
enhancing customer satisfaction.
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Clause 9 of ISO 9001:2015 emphasizes the
importance of monitoring, measuring,
analyzing, and evaluating the
performance of the Quality Management
System (QMS) to ensure its effectiveness
and drive continuous improvement.

CLAUSE 9: PERFORMANCECLAUSE 9: PERFORMANCE
EVALUATION - MEASURINGEVALUATION - MEASURING
AND MONITORING QUALITYAND MONITORING QUALITY

CLAUSE 9CLAUSE 9

Subclause 9.1 requires organizations to determine what needs to be monitored and measured, the
methods for monitoring, measurement, analysis, and evaluation, and when these activities should be
performed to ensure valid results.

For example, an organization could monitor customer satisfaction through surveys, measure product
or service conformity through inspections or testing, analyze data on nonconformities and corrective
actions, and evaluate the overall effectiveness of the QMS through management reviews.

Subclause 9.2 mandates that organizations conduct internal
audits at planned intervals to provide information on whether
the QMS conforms to the organization's requirements and the
ISO 9001 standard, and whether it is effectively implemented
and maintained.

Internal audits should be planned, taking into consideration the
importance of the processes and areas to be audited, as well as
the results of previous audits. Auditors should be objective and
impartial, and the audit process should be documented.

An Organization could implement this by developing an annual
internal audit schedule, training internal auditors, and
conducting the planned audits, to assess, to assess the
conformity and effectiveness of various processes, such as
design and development, production, or customer service.

9.1 MONITORING, MEASUREMENT, ANALYSIS, AND EVALUATION9.1 MONITORING, MEASUREMENT, ANALYSIS, AND EVALUATION

9.2 INTERNAL AUDIT9.2 INTERNAL AUDIT
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Subclause 9.3 requires top management to review the organization's QMS at planned intervals to
ensure its continuing suitability, adequacy, effectiveness, and alignment with the strategic direction
of the organization.

Management reviews should consider inputs such as the status of actions from previous
management reviews, changes in internal and external issues, information on the performance of
the QMS (including nonconformities, corrective actions, and audit results), and opportunities for
improvement.

Based on the review, top management should make decisions and take actions related to
opportunities for improvement, changes to the QMS, and resource needs.

9.3 MANAGEMENT REVIEW9.3 MANAGEMENT REVIEW

By addressing the requirements of Clause 9, organizations can establish a robust system for
monitoring, measuring, analyzing, and evaluating the performance of their QMS. This enables them
to identify areas for improvement, take corrective actions, and drive continuous improvement,
ultimately enhancing the effectiveness of their QMS and ensuring the consistent delivery of quality
products and services.
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Clause 10 of ISO 9001:2015 emphasizes the
importance of continual improvement as a
fundamental principle of a Quality Management
System (QMS). It provides guidelines for
organizations to identify and address
nonconformities, implement corrective actions,
and continually enhance the effectiveness of
their QMS.

CLAUSE 10: IMPROVEMENT -CLAUSE 10: IMPROVEMENT -
DRIVING CONTINUOUSDRIVING CONTINUOUS
EXCELLENCEEXCELLENCE

CLAUSE 10CLAUSE 10

Subclause 10.1 requires organizations to determine and manage processes for addressing
nonconformities, including taking appropriate corrective actions to eliminate the causes of
nonconformities and prevent their recurrence.

For example, if a manufacturing organization identifies a nonconformity in their production process,
leading to defective products, they should investigate the root cause(s), implement corrective
actions (such as modifying the process, providing training, or updating work instructions), and review
the effectiveness of the corrective actions taken.

Subclause 10.2 emphasizes the need for organizations to
continually improve the suitability, adequacy, and effectiveness
of their QMS. This can be achieved by considering the results of
analysis and evaluation activities, as well as the outputs from
management reviews, to identify opportunities for improvement.

For instance, an organization could analyze customer feedback,
internal audit results, and process performance data to identify
areas for improvement, such as streamlining processes,
enhancing customer satisfaction, or reducing waste and
inefficiencies.

10.1 NONCONFORMITY AND CORRECTIVE ACTION10.1 NONCONFORMITY AND CORRECTIVE ACTION

10.2 CONTINUAL IMPROVEMENT10.2 CONTINUAL IMPROVEMENT
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Subclause 10.3 requires organizations to consider the potential sources of improvement
opportunities, such as new technologies, changing customer requirements, or lessons learned from
other organizations. Organizations should proactively seek and act on these opportunities to
enhance the performance of their QMS.

An example could be a service organization that identifies an opportunity to improve customer
experience by implementing a new customer relationship management (CRM) system or leveraging
social media platforms for better communication and feedback.

10.3 IMPROVEMENT OPPORTUNITIES10.3 IMPROVEMENT OPPORTUNITIES

By addressing the requirements of Clause 10, organizations can establish a culture of continual
improvement, where nonconformities are addressed promptly, corrective actions are implemented
effectively, and opportunities for improvement are actively sought and acted upon. This continuous
cycle of improvement ensures that the QMS remains relevant, effective, and aligned with the
organization's goals and objectives, ultimately enhancing customer satisfaction and driving
organizational success.

24



KEY PRINCIPLESKEY PRINCIPLES
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TIPS FOR ACHIEVING ISO 9001TIPS FOR ACHIEVING ISO 9001
CERTIFICATION INDEPENDENTLYCERTIFICATION INDEPENDENTLY

1. LEARN ABOUT ISO 9001 REQUIREMENTS

4. ENSURE DOCUMENTED EVIDENCE IS COMPLETE

5. CUSTOMIZE THE QUALITY MANUAL

By following these streamlined tips, you can effectively work towards ISO
9001 certification, enhancing your organization's quality management .

2. DEFINE YOUR QMS SCOPE CLEARLY

3. PRIORITIZE ESSENTIAL DOCUMENTATION

Start by thoroughly understanding the ISO 9001 standard. Utilize available resources like the
ISO documentation, online courses, and books. A deep understanding of quality management
principles is essential.

Gaining ISO 9001 certification on your own is a notable achievement, reflecting a
commitment to quality. Here are concise tips to help you navigate this process without
a consultant.

ISO 9001 demands documented evidence of compliance. Organize your documents and
records efficiently to demonstrate your QMS's effectiveness and your continuous
improvement efforts.

Instead of mimicking the ISO 9001 structure, align your Quality Manual with your company's
processes. This makes the QMS more relevant and easier to integrate into daily operations.

Clarify the scope of your Quality Management System (QMS). Detail which processes and
areas of your business it will cover. A precise scope ensures the QMS is focused and tailored to
your specific needs.

Initially, focus on creating key documents required by ISO 9001. This includes your QMS scope,
quality policy, and quality objectives. These documents are the foundation of your QMS.
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CONCLUSIONCONCLUSION

ISO 9001ISO 9001

Implementing an ISO 9001 quality management system
represents not only a commitment to quality, but also
an investment in the future of your company. It provides
a structured framework that helps optimize processes,
increase customer satisfaction and improve efficiency.
No matter the size or industry of your company, ISO 9001
can help improve your operational performance and
give you a decisive advantage in the market. We
encourage you to take this step and take full advantage
of the benefits of a systematic approach to quality
improvement.
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