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ISO 9001:2015 for SMEs: sensible, uncomplicated, beneficial!

In the first part of our guide series, you will learn what a quality management system according
to ISO 9001 is, what benefits it offers you and what you need to implement it.

According to statistics, there were around 2.12 million small and medium-sized enterprises (SMEs) in Ger-
many in 2021 - a total of over 99 percent of all companies. As with large companies, if not more so,
competitiveness is fundamentally important for SMEs. A company can be described as competitive if it can
sell its products on the market at prices similar to those of its competitors or compete with other companies
in terms of service and product quality. With the introduction of a quality management system (QMS) and
a subsequent successful certification according to ISO 9001, SMEs have valid proof that they systematically
meet external requirements: a plus with potential clients.

Quiality plus management system equals quality management?

According to the ISO 9000:2015 standard, quality is defined as "a degree to

which a set of inherent characteristics of an object meets requirements”. In Production/
simpler terms, quality is the degree to which a product or service meets provision of service
existing requirements. This means that quality is not an "end goal”, but

rather a process subject to constant change.
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> Identify the customer's requirements and expectations,
> translate them into requirements for the product and
> to manufacture and deliver the desired product with the defined specifications

Management system is the "set of interrelated or interacting elements [...] to establish policies, objectives
and processes to achieve those objectives". A management system is thus an "operational management
system" that enables the systematic implementation of the company's policies and the achievement of its
objectives. If one brings both terms together to
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Source: ISO 9001:2015, page 13


https://de.statista.com/themen/4137/kleine-und-mittlere-unternehmen-kmu-in-deutschland/#dossierKeyfigures
https://de.statista.com/statistik/daten/studie/731859/umfrage/unternehmen-in-deutschland-nach-unternehmensgroesse/
https://de.statista.com/statistik/daten/studie/731918/umfrage/anteil-der-kmu-in-deutschland-an-allen-unternehmen-nach-wirtschaftszweigen/
https://www.din.de/de/meta/suche/62730!search?query=9000
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What are the advantages of an ISO 9001 QMS for your company?
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With the introduction of a QMS according to ISO 9001, you create a system with which the following
aspects can be pursued in a line-oriented manner:

» Rapid adaptation to new market requirements
Ensure sustainable business success

» Ensure and improve product/service quality by constantly reviewing and adapting production/service pro-
cesses.

> Improved legal certainty through documented business processes and legally secure records

Securing market position and facilitating global trade through image enhancement and improved com-

petitiveness

Improved customer communication and interaction with other stakeholders

More effective risk and opportunity management

Avoiding loss of knowledge through fluctuation in the company

Transparency of operational processes

Training, qualification and induction of employees with the help of QMS documentation
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Increase customer satisfaction through systematic handling of errors

Once a QMS is established, it forms the basis for understanding other management systems, e.g. environ-
mental or energy management.

ISO 9001 is applicable to all types and sizes of organisations, easily integrated into existing management
systems and of course suitable for self-assessment / self-declaration and certification.

Quality management principles

The seven principles for quality management serve as a foundation, framework and guide for action for top
management and all stakeholders to establish rules for improving quality performance and management
systems - even for situations that are not precisely defined. The 7 principles address current trends in society
in a special way, namely the striving for sustainable development of an organisation in a constantly changing
social environment.

Principle 1: Customer orientation

The mere fulfilment of defined customer requirements is no longer sufficient to ensure sustainable success.
Rather, the aim should be to inspire customers by fulfilling and deliberately exceeding future or implicit
expectations.

Principle 2: Leadership
Supervisors at all levels ensure unity of purpose and direction (unity of vision, practices and ethical values)
Principle 3: Involvement of people

Competent and committed people are the core of an entire organisation: appreciation and trust are essential
for their engagement and creativity.

Principle 4: Process-oriented approach

Desired results are achieved effectively and efficiently when all activities work as interrelated processes in a
connected system (logical structure of the QMS with ability to focus on key processes).
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Principle 5: Improvement
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It is essential for the sustainable success of an organisation to consider improving overall performance as a
constant goal and to see and use change as an opportunity.

Principle 6: Fact-based decision-making

Analysing and evaluating data and information with reliable, robust methods is critical to making effective
decisions.

Principle 7: Relationship management

Involving all relevant stakeholders and maintaining good relationships is indispensable for sustainable busi-
ness success: this can positively influence the organisation's performance.

Effort for the introduction of a QMS according to ISO 9001

The following figure illustrates the time sequence of the implementation of the QMS in relation to the effort
involved. The greatest effort is associated with determining the actual situation of the organisation with
regard to its quality performance, existing processes and structures as well as external requirements. After
this phase, the essential data basis is created and the effort initially decreases. The QMS now delivers results
and can be used. Quality information is continuously updated and serves as a basis for continuous improve-
ment measures. A sensible documentation of processes, procedures, responsibilities and deadlines ensures
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Tip: Please forget the numerous sample books on how the quality management system should be
should be structured. Develop your own effective management system that is tailored to your com-
pany, corresponds to the lived reality, keeps the bond to the quality management principles and
drives your company forward.
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a smooth process.

This reduces the effort over time compared to initial certification. If management systems have already been
introduced in an organisation, for example for energy (ISO 50001 / EnMS) or environment (ISO 14001 /
EMS), the effort is reduced because the QMS can be easily integrated through the "High Level Structure”
(HLS).
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Implementation Review the decision Quality policy, Management
decision Goals & Measures review
i . Detailed investigation Support &

First preparations: The actual state of the design of the Internal audit

- Scope company in terms of system
determine quality performance

- Assembling the
Project team - Internal and external

- Resource planning topics
- interested parties
- Organisational structure
- Processes and procedures
- Numbers, data, facts
- Compliance
- Opportunities and risks
- Scope of application

*Effort and time from
implementation to
management review in
the first year of the
certification cycle

Effort*

Time*

Experience shows that the introduction of a QMS can take from 3 months (small companies) to 12 months
(medium-sized companies), depending on the size and sector of the company, although there are also
examples that fall short of or exceed these times.

The most important prerequisite for this is the intensive and concentrated examination of the standard
requirements. The time required for the introduction of the QMS also depends on the complexity of the
work processes, the number of employees, the internal capacities and motivation and the scope of docu-
mentation.

QMS according to ISO 9001: Introduction made easy

Those who do not have a clearly defined plan at the beginning or are struggling with questions and ambi-
guities that keep arising can get support in interpreting the standards and implementing them in practice.
Conceivable here is assistance from an external consultant and/or one's own further training.

With the help of this guide series you can get a good overview and become familiar with the standard.

It is possible to receive funding for quality management consulting. Both young companies that have been
on the market for no longer than 2 years and existing companies from the third year after foundation or
companies in difficulties can still benefit from the federal SME advisory support programme (initially valid
until 31.12.2022).

Explicitly highlighted in the BAFA leaflet on "Types of advice and topics” is the "Introduction or adaptation
of a quality management system in the company". More information on the funding programme is available
on the BAFA website.



https://www.gut-cert.de/akademie/qualitaetsmanagement
https://www.bafa.de/DE/Wirtschaft/Beratung_Finanzierung/Unternehmensberatung/unternehmensberatung_node.html
https://www.bafa.de/SharedDocs/Downloads/DE/Wirtschaft/unb_merkblatt_beratungsarten_beratungsthemen_2021.pdf;jsessionid=BDA7B81AD919649BEAC602C169F1F4D0.2_cid390?
https://www.bafa.de/DE/Wirtschaft/Beratung_Finanzierung/Unternehmensberatung/unternehmensberatung_node.html
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Conclusion Part 1

With more than 1,100,000 certificates worldwide, ISO 9001 remains undisputedly the most important,
widely used and internationally recognised management standard. Contrary to popular belief, small and
very small companies contribute significantly to this dynamic, as they hold 40% of the certificates!

Every company, whether small, medium or large, lives from satisfied customers and satisfied customers can
develop into regular customers. For the competitiveness of a company, not only the quality of its products
plays an important role, but also the type of relationship with customers. Introducing a quality management
system supports you in meeting the requirements and wishes of your customers and in increasing satisfac-
tion with your performance.

Introducing a management system is challenging and a task that takes some time and energy. But it is easier
to successively develop something that is "actually already there" than to start from scratch when a certif-
icate is suddenly needed. Moreover, the primary goal is not the certificate according to ISO 9001, but the
establishment of an effective, living quality management system tailored to the company, which brings the
company forward in the long term, drives the improvement processes and thus ensures sustainable corpo-
rate success.

In the next part of the publication series, we highlight the importance of the process-oriented
approach in quality management and how to best control processes. We also explain the role of
process indicators.
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Editorial note: All definitions and quotations in italics have been taken from ISO 9001:2015.



