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Abstract

International management standards can provide organizations with challenging opportunities only if
they understand the intended aims and features of those standards and apply them creatively and inte-
grated into their business management. For that to happen, the business leaders of the organizations
play the key role. For this subject, this discursive article focuses on the 1SO 9004 quality management
(QM) standard, which is one of the international management standards, which can be applied to all
kinds of organizations. In addition to the opportunities, this article discusses difficulties and pitfalls
associated with the 1SO 9004 standard, and their possible solutions in practical implementations.

The authors highlight aspects of how ISO 9004 can be considered as the most challenging standard in
the 1SO 9000 series of the QM standards. However, many organizations, which have not acknowl-
edged the differences and relationship of the 1ISO 9004 and I1SO 9001 standards, often apply the 1ISO
9000 standards in inadequate ways and hence have not the ability to exploit the potential opportunities
of the standards. Especially, ISO 9004 considers QM from the entire business point of view and aims
at the quality of the whole organization. 1ISO 9004 standard can provide QM guidance to achieve
sustained success even in complex, demanding and ever-changing contemporary business environ-
ments, including the challenges of the 4th industrial revolution.

This article gives ideas and creative theoretical and practical views for the 1ISO 9004 implementations.
The aim is to emphasize that, according to SO 9004, the organization's identity and its differentiating
competitive advantages are the bases for the quality of the organization and its sustained success. In
this context, each organization has its own and always existing QM realization, which cannot be sep-
arated from business management and which can be continually improved according to the organiza-
tion's business development strategies and practices. In this respect, the 1ISO 9004 can be seen as flex-
ible and challenging. Based on the authors’ experience, QM targets can be achieved and developed in
the most natural way through the principles and practices of the learning organization. In addition to
the 1SO 9000 standards, organizations also use other well-known managerial references, including
performance excellence models and many various management system standards of the specific dis-
ciplines. All these may be seen as sub-domains within the 1ISO 9004 framework. 1SO 9004 also can be
used for diverse TQM and sustainability implementations.

This article is based on the authors’ long experience in the practical promotion and application of the
I1SO 9000 standard in different kinds of organizations. The first author of the article has involved in
the international drafting process of the ISO 9004 standard-editions since the 1980s. He also was a co-
writer of a similar ISO 9004 article about twenty years ago. That article has been publicly available
on the Internet, and its over one thousand recent readers evidence a growing interest in this standard.
Moreover, after 2000, ISO 9004 standard has been revised twice and rewritten completely recently.
Hence, it is well-founded to re-examine this subject again in this article.
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1. Introduction

Business benefits of the generic international standards can
only be realized if the organization understands the nature of
the standards and is able to implement them creatively within
the business management. In this case, the business leaders
play a key role. This article considers the subject in all kinds
of organizations and focuses on the 1SO 9004 quality manage-
ment (QM) standard (1SO, 2018a), which is one of many in-
ternational management standards (ISO/IEC, 2019).

Organizational management requires, in addition to QM,
many other specific managerial contents ‘XXX’, such as en-
vironmental protection (ISO 14000), information security
(ISO/IEC 27000), and occupational health and safety (1SO
4500), which also are dealt with in their related international
management standards. All these specific issues are abstract
entities and cannot be managed directly. Hence, the XXX’
management in an organization is defined as the management
of an organization with regard to the 'XXX' (ISO/IEC, 2019).
Likewise, also QM is defined as the management of an organ-
ization with regard to quality.

All general standards, including 1SO 9004, are the result of
a broad and often compromised consensus and cannot repre-
sent the exceptional excellence of a particular organization
(Anttila and Jussila 2017a). This means that the creative ap-
plication of the standards is a prerequisite for gaining the over-
whelming advantage of them. General standards are volun-
tary, but they may become obligatory in certain contexts
through reference to standards. However, in these cases, too,
innovations are essential for competitiveness.

ISO 9000 is a standards series for QM, and its basic parts
are 1SO 9004 for QM in a broad sense and I1SO 9001 (1SO,
2015b) for quality assurance (QA). Often, however, organiza-
tions applying the 1SO 9000 standards have not recognized the
differences and relationship of the 1SO 9004 and I1SO 9001.
Hence, the use of ISO 9004 has been negligible and misunder-
stood, and its benefits have not been exploited. Overly empha-
sizing the usage of 1ISO 9001 (Anttila and Jussila, 2017a) im-
plies inadequate solutions, which also is adverse to the
creative implementation of QM.

The 1SO 9004 deals with QM aspects from the holistic busi-
ness and organization point of view and aims at the quality of
organization. QA and ISO 9001 represent only a sub-area of
QM and focus on general assurance requirements to create
confidence and satisfaction in the organization's products
among its customers. 1SO 9001 may be useful in contractual
contexts, and if so needed, it can also be used as a basis for
auditing and certification but 1SO 9001 does not define any
organizational quality management system (QMS) as a whole.

ISO 9004 standard emphasizes that the organization's iden-
tity and its differentiating competitive advantages are bases for
the organization's sustained success. In this context, sustained
success means that the organization’s business continues for
an extended period or without interruption for the desired
time. The standard provides guidance on how this can be real-
ized by the means of effective and efficient QM practices.
However, QM cannot be separated from business manage-

149

ment, and hence, a particular QMS is harmful. Business-inte-
grated QM, or ‘Quality Integration’ as used by the authors
(Anttila and Jussila, 2017b), is understood as the implementa-
tion of the general and specific quality concepts, principles,
and methodology embedded within the normal business man-
agement activities. This not only requires operational quality
effectiveness and efficiency but also proactive QM in the area
of strategic management.

ISO 9004 is aimed at providing QM guidance also for com-
plex, demanding and ever-changing environments. However,
the specific issues of the contemporary business environment,
for instance, in the emerging challenges of the 4™ industrial
revolution (Anttila and Jussila, 2018b), are not explicitly taken
into account in the standard. This belongs to the responsibility
of each organization.

The following main subject areas are covered by 1SO 9004:
Terms and definitions
Quality of an organization and sustained success
Context of an organization
Identity of an organization
Leadership
Process management
Resource management
Analysis and evaluation of an organization’s perfor-
mance
Improvement, learning and innovation

This article addresses various aspects of these topics and ad-
ditionally opens up theoretical and practical points of view for
supporting the use of the standard for sustained success.

Each organization has always its own existing realization
and implementation of QM and way to use I1SO 9004, which
can be improved according to the organization's business de-
velopment strategies and practices. In this respect, the use of
ISO 9004 is flexible. In a natural way, an organization’s tar-
gets can be achieved and the performance improved through
the principles and practices of the learning organization
(Anttila and Jussila, 2018c). All organizations and their inter-
ested parties have unique needs and business environments.
Big established organizations, SMEs, and startups are differ-
ent genres of business (Anttila and Jussila, 2019b). They need
different QM approaches and 1SO 9004 applications.

In addition to the ISO 9000 standards, organizations also use
other well-known managerial references, including perfor-
mance excellence models (or quality awards criteria) and
many specific management system standards (‘XXX”). All
these different references may be included as the sub-elements
of 1ISO 9004. ISO 9004 is also aligned with the TQM (Total
Quality Management) and sustainability thinking and move-
ments. However, TQM is not any longer a popular concept
(Dahlgaard-Park, 2011), and in fact, the concept of QM in ISO
9000 standards equals the concept of TQM. Considering sus-
tainability in the QM context is natural because the sustaina-
bility aspects are included in the scope of quality concept
(Anttila and Jussila, 2019a). Sustainability can be viewed as a
personal, organizational, and societal issue.
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ISO 9000 standards are constantly being developed in the
committee ISO/TC 176, and currently, drafting the future con-
cepts of QM are underway for renewing the whole 1SO 9000
standardization. These concepts should be of interest also for
the organizations implementing the I1SO 9004 standard.

This article aims at presenting ideas and promoting discus-
sions for new opportunities for standards-based QM solutions.
The authors want to broaden the horizon for critical discussion
on theoretical and practical QM issues. This article includes
collated and updated material, which the authors have pre-
sented in many different conferences, training courses, arti-
cles, etc. during recent decades. The first author was a co-
writer of a similar ISO 9004 article about twenty years ago
(Bird and Anttila, 2002). That article is also publicly available
on the Internet, and over a thousand recent readers evidence a
growing interest in the subject. Therefore, it is well-founded
to re-examine the subject, since, after 2000, the 1SO 9004
standard has been revised twice and completely rewritten re-
cently. This article also builds also on the manuscripts of two
accepted conference papers that the authors were going to pre-
sent in Autumn 2020 in Bratislava, Slovakia, and Crikvenica,
Croatia (Anttila and Jussila, 2020), but the both conferences
were cancelled.

In addition to the opportunities, the article also discusses
some of the practical difficulties and pitfalls and possible so-
lutions associated with the 1SO 9004 standard. The first author
of the article has a long experience in the international drafting
process of the 1SO 9004 standard-editions since the 1980s, and
both authors in the practical promotion and application of the
standard in different kinds of organizations.

2. Ontological and epistemological foundation

The international standardization and standards are based on
the consolidated results of science (1SO, 2004). This should
also be the case when implementing standards. Science de-
scribes reality through theories. The ontology and epistemol-
ogy provide a solid scientific basis for organizational manage-
ment and thus for QM (Anttila and Jussila, 2017b), also. This
helps us in understanding and conceptualizing the quality of
an organization and the complex entirety of the related quality
phenomena and details in today’s organizational and societal
environments. This approach also supports creating ideas and
methodologies for dealing with the relevant problems of QM.
On the other hand, through practical applications, the theories
are being tested, which in turn leads to the improvement of the
theories (Senge et al., 1995).

Business ontology means an extensive awareness of all as-
pects of business (von Rosing, 2015), and it consists of the
concepts and categories of business phenomena, including
their properties and the relations between them. QM aspects
are a subdomain in the business ontology. Ontology has direct
links to the organization's operational practices and organiza-
tion-internal standards, where also international standards can
be utilized.

ISO 9004 terms and concepts are consistently based on the
terminology of the ISO 9000 standard (ISO, 2015a), which
also is aligned with the general terminology principles and
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practices. The most important terms and concepts that are nec-
essary for standard-based QM implementations are:

Quality: Degree to which an object fulfills the needs
and expectations

Quality management (QM): Management of an or-
ganization with regard to quality (in the sense of
Quality Integration)

Quality assurance (QA): Providing confidence that
the needs and expectations will be fulfilled

Quality improvement: Increasing the ability to fulfill
the needs and expectations

With these concepts, one can ensure dealing with profes-
sional QM in all types of organizations.

ISO 9001 has a restricted scope focusing only on the organ-
ization's products and on assuring the customers' needs and
expectations. However, for ensuring sustained success, the or-
ganization needs to fulfill the needs and expectations of all in-
terested parties. Hence, 1ISO 9004 emphasizes that the organi-
zation should strategically determine its relevant interested
parties and fulfill their specific needs and expectations. When
the organization takes this into account, it is called in 1SO
9004 as the quality of organization. An important difference
between ISO 9001 and 1SO 9004 is that ISO 9001 only focuses
on operational effectiveness, but 1ISO 9004 also requires en-
suring efficiency.

According to the QM definition, quality cannot be directly
managed but only through organizational processes and their
management, i.e. through the management of the entire organ-
ization. Hence, QM has an organization-internal purpose (‘to
ensure’) for success and QA an external communicative pur-
pose (‘to assure’) for creating and strengthening confidence
among the customers and other interested parties. Organiza-
tional learning is a challenging way to achieve quality im-
provement (Anttila and Jussila, 2018c¢).

The general quality management principles (QMPs), as de-
fined in the 1SO 9000 standard, also have a key ontological
and epistemological role in the implementation of 1ISO 9004.
QMPs are a set of fundamental beliefs, norms, rules, and val-
ues that are accepted as true for QM and hence are used as
bases for QM standardization. QMPs should be taken into ac-
count in all contexts of ISO 9000 standardization and applica-
tions. QMPs should be utilized together with the general man-
agement principles that have been proposed by many
recognized business management teachers (Anttila and
Jussila, 2011). ISO 9000 QMPs consist of the following at the
title level (1SO, 2015a):

Customer focus

Leadership

Engagement of people

Process approach

Improvement

Evidence-based decision making
Relationship management

The committee ISO/TC 176 is currently exploring future
concepts for the coming revisions of all 1ISO 9000 standards.
These concepts are aimed at taking into account the emerging
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organizational and societal changes and associated mega-
trends, including the 4" industrial revolution and the UN sus-
tainable development goals. The futures concepts to be se-
lected are currently in the draft phase and include the
following topics:

Customer experience

People aspects

Change management

Integration

Knowledge management

Emerging technologies

Ethics & integrity

Organizational culture

Forward-looking organizations should consider these new
concepts when developing their QM solutions.

Management implies coordinated activities to direct and
control an organization (Ibid.). Management, as well as QM,
are based on knowledge. Epistemology provides the scientific
basis for understanding things and conditions, and sources of
related knowledge, and introducing to the knowledge-related
methodology. Management requires a systematic way of
thinking, models for reality, and a sense of good reasoning.
This leads to assessing the questions of the business environ-
ment objectively. Epistemology is a branch of philosophy con-
cerned with the nature of knowledge. It asks questions such as
‘How do we know?’ and ‘What is meaningful knowledge?’
Epistemology is a way to critical thinking. Many business-re-
lated issues such as the nature of logical inference, why we
should accept one line of reasoning over another, and how we
understand the nature of evidence and its contribution to deci-
sion making, are all epistemic concerns (Perla and Parry,
2011; Ellerton, 2017).

Traditionally, knowledge is defined as a ‘justified true belief'
(Burton, 2018) or in other words 'conscious effort to establish
belief upon a firm basis of reasons'. In managing an organiza-
tion, knowledge can relate to all aspects of an organization's
operations, and it has both operational and strategic purposes.
Knowledge is either explicit or implicit (tacit) knowledge.

Fact-based operation is valued as a consistent approach to
business management including QM. Data can be obtained
from the existing facts by measuring the conditions and pro-
cesses of an organization. The scientific basis for measure-
ments is metrology, which is a well-established discipline,
whose concepts, principles, and practices are also internation-
ally standardized. Management-relevant information is
achieved when data is analyzed and linked with the business
questions. The 1SO 9000 standards emphasize the importance
of documented information for management and QM. When
information is utilized collaboratively and effectively by the
employees and managers, they learn and internalize the busi-
ness knowledge, and hence, often in operational situations,
knowledge is tacit knowledge by nature (Harsh, 2009).

Critical scientific realism and scientific methods have
proved to be the best theoretical basis for rational action (Ni-
iniluoto 1999). Knowledge, justified true belief, requires a the-
oretical basis. Deming (Deming, 1993) emphasized that infor-
mation is not knowledge. Knowledge originates from theory.
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Without theory, there is no way to use the information, which
comes to us in some particular instant.

Quality improvement as part of QM cannot be realized pro-
fessionally without appropriate knowledge, which also results
in the new enhanced knowledge. Organization-wide quality
improvement is achieved through organizational learning
(Anttila and Jussila, 2018c) in a natural way.

Any organization in striving for sustained success should
have necessary and sufficient knowledge of various special-
ized disciplines as described, for instance, in the various man-
agement system standards (ISO/IEC, 2019). However, an or-
ganization is a living organism and a set of conversations
among people. Language defines the environment, in which
the organization lives. A common shared language helps the
organization arrive at decisions more efficiently (Pangaro,
2013). By narrowing language, efficiency increases but also
ignorance increases, which leads to the fact that the organiza-
tion becomes unable to adapt and revitalize itself to challeng-
ing changes in its environment. An organization is able to
learn and grow only if it creates conditions that help generate
a new language, with which the organization can create new
paths to productivity, and regenerate itself.

3. The organization and its internal and exter-
nal context

The organization is a core concept in all managerial contexts
including QM and 1SO 9004. It is a group of people, which
has its own functions with responsibilities, authorities, and re-
lationships to achieve its objectives (1SO, 2015a). The concept
includes, but is not limited to sole-trader, company, corpora-
tion, firm, enterprise, authority, partnership, charity, or insti-
tution, or part or combination thereof, whether incorporated or
not, public or private. The organization may be a big one or
SME. In today’s business environment, SMEs are the back-
bone of the economy of countries, providing potentials for
jobs, renewal of organizations and economic growth. Startups
also have become a significant business area (Ries, 2011). The
most management practices and also ISO 9000 standards have
been developed for well-established organizations in predict-
able business environments. However, the situation in the
SMEs and startups is very different; they are different organi-
zational genres and hence require different management meth-
odologies (Anttila and Jussila, 2019b) and creative application
of the general standards.

Organizations can be understood as systems, i.e. as collec-
tions of interrelated or interacting real-world items organized
for given purposes. Many recognized management experts
emphasize the system aspects of management. All systems
have the internal and external context. Through its border, the
system interacts with its environments. The system functions
through interrelated or interacting activities of processes,
which transform certain inputs into desired outputs (Anttila
and Jussila, 2013).

Sustained success requires a differentiated approach that re-
flects the competitive identity of the organization. The organ-
izational identity is understood as the character, profile, or per-
sonality of an organization (Anttila and Jussila, 2014).
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The internal context of an organization consists of values,  model has proved useful for managing a comprehensive sys-
culture, knowledge, and operational performance (Ibid.). Es-  tem of business processes (Anttila and Jussila, 2018c):
pecially the business processes have the main role in the inter- e Corporate level (the whole organization): Establish-
nal context. Also, QM and QA have the same foundation. ing and maintaining the fundamental and normative
Management of an organization consists of operational and process concepts, principles, visions, and general
strategic responsibilities (Figure 1), which are very different process management methodology.
managerial areas and based on different foundations. e Strategic business level: Establishing and managing
the system of interlinked business processes towards
strategic targets of the particular strategic business
units within the corporation.

Operational level: Managing individual business pro-
cesses in real-time.

e Individual personal and team level: Emphasizing the

human commitment and role in business processes.

A strategic business system may be described by four major
domains of business processes:

e  Market processes: Anticipating the current and future
market requirements. Launching new competitive
products/solutions to the market, establishing and
maintaining product management, and practicing
market communication.

Customer processes: Fulfilling individual customers’
needs with products, and establishing and practicing
high-quality customer relationships and servicing.
Management processes: Controlling and enhancing
business performance, managing the organization’s
business processes as a whole.

Support processes: Providing effective support to the
business processes and management in the organiza-
tion.

Process management implies how the strategic and opera-
tional business objectives are carried out through business
processes. A well-known and simple model for all manage-
ment, including process management, is the PDCA (Plan - Do
- Check - Act) model (Anttila and Jussila, 2018c), which
2. Why is the party relevant, what is its value to the or-  should be applied in three different management scopes (the

ganization? authors call it as “Triple’ PDCA model) (Ibid.):

3. Why is the party interested in the organization, what e Control: Managing daily operations in business pro-
is its value to the party? cesses in order to achieve the specified results. Nor-

Action
plans

Development

Strategies projects, L4

(yﬁ;‘ig; ”Becoming Better”
justificatic;n
of the
existence)

Vision

Resources,
Procedure
documents,
Tools

Operational
processes,

Policies ”Earning Money”

SHARED BUSINESS VALUES

Action
just now

Purpose
of the
company

Strategic plans Realization means
.5 1 04..1

. !
130 years years year

Fig. 1. An organization’s internal context and its strategic and oper-
ational management elements, which are the foundation for QM and
QA implementation (Anttila and Jussila 2018c). .

The external context of an organization consists of the value
network, which arises from the legal, technological, competi-
tive, market, cultural, social and economic environments .
(ISO, 2018a). The organization’s relevant interested parties
are those, which strongly affect or are affected by the deci-
sions or activities of the organization (ISO, 2015a). Different .
parties should be considered separately for QM and QA be-
cause they have different needs and expectations with regard
to the organization. This relates to the product and confidence
requirements. In this context, the key QM and QA related
questions with regard to each relevant interested party include
the following (Anttila and Jussila, 2019b):

1. Who is the relevant interested party?

4. What is the organization's contribution (output or mally rectifying nonconformities is carried out in
product) to the party? connection with control.
5. How to contribute to the party (policy and pro- e  Operational improvements: Solving acute problems

cesses)?

4. Organization-wide process management

Organizations are business systems that consist of interre-
lated business processes and organizational structures (Anttila
and Jussila, 2013). Performance of the business processes has
the greatest strategic and operational importance to the organ-
izations’ competitiveness and sustained success. All products
(goods and services) and other organizational outcomes are
the results of processes. Processes imply to all kinds of activ-
ities, which are performed by people, hardware or software
mechanisms. In fact, originally the process concept just de-
notes any kind of productive doing.

According to the authors' experience in different kinds of
organizations, the following four-level business infrastructure
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and implementing operational small-step improve-
ments in business processes.

Breakthrough improvements: Inventing and imple-
menting strategically significant changes success-
fully in the business-wide process system and trans-
forming organizations.

ISO 9004 devotes a whole chapter to the organization's re-
source management, how the resources support the operation
of all processes in the organization and are critical for ensuring
effective and efficient performance and sustained success. In
particular, the following resources are highlighted (1SO,

2018a):

Financial resources
People
Information and organizational knowledge



JUHANI ANTTILA AND KARI JUSSILA / PRODUCTION ENGINEERING ARCHIVES 2021, 27(2), 148-155

Technology

Infrastructure, such as equipment, facilities, energy
and utilities

The environment for the organization’s processes
The materials needed for the provision of products
(goods and services)

Natural resources

Resources provided externally, including subsidiar-
ies, partnerships, alliances, and outsourced pro-
cesses.

For these resources, a lot of various management systems
have been presented in various sources. The most appropriate
way is to implement and manage them within the QM and pro-
cess management.

People are the most significant resources in the business
processes and in the roles of business leaders, managers, and
employees. In order to avoid problems in the personal work-
actions and in interpersonal collaboration, the business pro-
cess activities and personal somaesthetic, mental, and spiritual
processes should not be in conflict with each other (Anttila
and Jussila, 2013). Human activities have a crucial role in the
realization of quality through producing products (goods and
services) that effectively and efficiently fulfill the needs and
expectations of customers and the other relevant interested
parties.

The information, digital and telecommunication technolo-
gies provide unlimited opportunities for new product develop-
ment and business process solutions (Anttila and Jussila,
2018b).

5. Performance evaluation

Performance evaluation of an organization is a QM activity
incorporated with the improvement of the business system.
Self-assessment is a fact-based business performance im-
provement approach deployed in accordance with business re-
quirements and preconditions.

Two different methodological approaches (Anttila and
Jussila, 2017b) are available for the self-assessment: (a) Eval-
uations based on maturity models, and (b) evaluations based
on performance excellence models. The first one is for as-
sessing the performance against certain specified maturity
level criteria based on the existing best practices. The latter
one emphasizes the continual performance growth based on
learning, refining, and integrating. In its annex, 1SO 9004
standard provides a self-assessment tool, which is based on the
approach (a). However, the authors’ preferred approach is the
option (b) because it is more proactive to respond to future
challenges.

Critical views can be presented for maturity-model based
assessments. Performance excellence models have achieved a
more recognized position in all kinds of organizations and in
the general quality awards. These models have been used all
over the world for a long time, and they are revised regularly.
The most well-known models are the American Malcolm
Baldrige model and the European EFQM model. The 1SO
9004 assessment methodology cannot likely compete with
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these practices. In the maturity models, the different evalua-
tion areas are assessed separately, and the model does not pro-
vide clear links between them. Results are not evaluated at all
in the maturity models. Hence in practice, it is difficult to get
holistic business performance from the evaluation-item re-
lated results. Because the criteria are general and standardized,
the relevance to the specific organizational situations and
needs is not necessarily ensured. Best practices of the maturity
models do not necessarily present brand new creative organi-
zation-specific solutions. Maturity is not necessarily a good
business target for sustained success, which depends on the
nature of the organization and its activities. Many organiza-
tions prefer agility more than maturity. For instance, SMEs
and startups, do not want to strive for maturity, because it does
not represent their competitiveness that is more based on dy-
namics and continual regeneration.

In performance excellence models, the evaluation criteria
take into account performance enablers (processes) and also
the results obtained with them, and they emphasize organiza-
tional learning and integration. In order to achieve excellent
performance and sustained success, the organization cannot
optimize a single area of activities and neglect the entirety, but
one should recognize connections between the performance of
the processes (enablers) and the overall business results. Pro-
cesses and results are assessed separately but the criteria em-
phasize the causal relations between them. Numerical scoring
is based on the open assessment criteria (table 1) (Anttila and
Jussila, 2018c).

Table 1. An example of the scoring dimensions for the self-assess-
ment according to the performance excellence model. Processes and
results are assessed separately and scored from 0 to 100% according
to the scoring criteria (Ibid.).

Processes Results
1. Approach: The planned | 1. Level: Levels of the
actions, including process achieved results
plans, measures, and de- | 2. Trends: Sustained rate of
ployment of requirements improvement of the per-
2. Deployment: Executing formance results over time
the planned approach in | 3.  Comparisons: Perfor-
practice mance relative to appro-
3. Learning: Capturing new priate comparisons or
knowledge, including new benchmarks
innovations 4. Integration: Achieving the
4. Integration: Embedding results in a balanced and
the approach in the organ- comprehensive  manner
ization's strategies and the according to the organiza-
management of the pro- tion's strategic objectives
cesses and activities. and anticipating future de-
velopment.

Self-assessments and audits complement each other. Audit-
ing has a long development history (Anttila and Jussila,
2018a). Today internal audits are well-established manage-
ment tools for examining, monitoring and analyzing the or-
ganizational activities for sustained success. The I1SO 19011
standard for auditing (1SO, 2018b) covers the needs of all dif-
ferent management system standards.
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6. Performance improvement, and risk and
innovation management

ISO 9004 emphasizes that the organization should continu-
ally recognize challenges for effectiveness and efficiency in
its external and internal circumstances, and changes in the
needs and expectations of its interested parties. Also organi-
zational learning and innovation support the organization’s
QM and quality improvement by increasing the ability to re-
spond to the situation in a manner that enables to fulfill the
business targets for sustained success. The organization
should focus on improving process performance by using two
basic approaches: a) Strategic breakthrough projects, which
lead to the revision of existing processes or the implementa-
tion of new processes, and which are usually carried out by the
cross-functional groups separately from the routine process-
operations and b) continual small-step improvements made by
natural work-teams within the existing process operations.
Well-established and popular practices of the business process
improvement, including Kaizen, SixSigma, and Lean method-
ologies, can be used in the ISO 9004 implementations.

Sustained success as a major business target requires that
the organization should recognize uncertainties and their ef-
fects on objectives, which means utilizing adequate risk man-
agement practices (1SO, 2018c¢). In this context, also business
continuity (London First, 2003), resilience (Seville, 2016),
and robustness methodologies may be useful.

Quality and innovation can be seen as partnering disciplines
(Anttila and Jussila, 2019a). They can be useful to each other
and together create business improvements and differentiation
for competitive advantage. The European technical specifica-
tion CEN/TS 16555-1 defines innovation as the ‘implementa-
tion of a new or significantly improved product (good or ser-
vice), or process, a new marketing method, or a new
organizational method in business practices, workplace organ-
ization or external relations’ (CEN, 2013). In this definition,
the ‘significantly’ and ‘implementation’ are keywords. Hence,
the innovations should be conceptually new and commercially
viable solutions that are available to the markets and society.
Thus, in fact, all innovations aim at quality improvement.
Business innovations are directly related to improving product
performance, increasing the effectiveness and efficiency of
the business processes, and making possible organizations’
structural and operational reforms. All these topics are basic
intentions of the professional QM and ISO 9004. The exploi-
tation of new technologies is central to innovation (Christen-
sen, 1997). The authors have recognized serious needs for in-
novations in QM practices and methodologies also (Anttila
and Jussila, 2019a). Professional QM may be beneficial in the
innovation process, too.

The successful development of business integration is a ho-
listic learning process that leads on to continual refining QM
related concepts and principles, tools and methodologies in a
compatible and balanced way (Anttila and Jussila, 2018c).
This organizational learning constitutes the development not
just of new capacities, but of fundamental shifts of mind, in-
dividually and collectively (Senge et al., 1995)
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7. Conclusion

Professional QM is a promising approach in striving for or-
ganizations’ business benefits. ISO 9004 is the most challeng-
ing general international QM standard. Its holistic organiza-
tion-wide approach provides guidance for the sustained
success of the organization. As a side effect, it also can lead to
fulfilling the 1SO 9001 requirements of QA.

ISO 9004 is built on a systemic process-based approach and
aligned with the sound scientific ontological and epistemolog-
ical thinking. It makes multidisciplinary QM solutions possi-
ble in a flexible way, which easily allow the integration of dif-
ferent specialized managerial requirements that are presented
in many various management system standards.

Key aspects of 1SO 9004 implementation can be summa-
rized as follows:

1. Integration: Implementing effective and efficient and
business-relevant quality principles and methodol-
ogy embedded within the organization's normal ac-
tivities of strategic and operational management and
originating from the business needs and the chal-
lenges of competitiveness.

Responsiveness: Striving for agile adjusting to sud-
denly altering business conditions and resuming sta-
ble operation without undue delay, and aiming at suc-
cessful business continuity and resilience.

Learning: Continual individual and organizational
learning for quality improvement.

Innovation: Striving continuously for new organiza-
tion-dedicated creative solutions and encouraging
various choices for QM in different organizations.
Collaboration: Communicating and working together
with colleagues and appropriate multidisciplinary
knowledge communities appreciating connectivity,
interactivity, and shared knowledge and resources.
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