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ABSTRACT

Although the literature points out that quality management is closely linked to the strategic management of an

organization, it is surprising that the pre-2015 versions of ISO 9001 - reference standard for the implementation of Quality
Management Systems (QMS) - did not have mandatory requirements for linking quality management to organizational
strategy. This study examines the new revision of the standard, published in September 2015, which incorporates new
strategic management requirements aimed at reorienting organizations and their QMS into their business operations. In
a first phase, a detailed verification of the changes of the standard proposed by the International Organization for Stan-
dardization (ISO), which expects a closer approximation of quality management to strategic management, was carried
out. The work also sought to evaluate the implications of this review through the analysis of reviewers of the standard,
consultants and auditors of certified companies. The analysis shows that the insertion of strategic management into ISO
9001 can leverage the degree of participation of top management in the effectiveness of QMS of certified companies,
systematize strategic management as a routine in these companies and contribute with managers, auditors and consul-

tants, in order to minimize potential impacts on the adequacy of its QMS.

Keywords: Strategy; Quality Management; ISO 9001:2008; ISO 9001:2015.

1. INTRODUCTION

Quality Management (QM) represents one of the most
relevant research themes in Administration and Produc-
tion Engineering. It is often associated with improved
performance and customer satisfaction (Saraph et al.,
1989; Purushothama, 2010; Rosnah et al., 2010). Some
articles highlight the interest in terms of the implemen-
tation of Quality Management Systems (QMS) in several
sectors of the economy, such as services, manufactur-
ing, health, education and government (Dean et Bowen,
1994; Ahire et al., 1996; Douglas et Judge, 2001; Singh
et Smith, 2006; Rosnah et al., 2010). This is proven by
the 1SO Survey report (ISO, 2014), which indicates that
1,541,983 companies in more than 160 countries have
certified their QMS by December 2013 based on the re-
quirements of 1ISO 9001 (ABNT, 2008).
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The massification of the ISO 9001 standard indicates
that standardizing the application of continuous quality
improvement criteria constitutes a fundamental mile-
stone for the maturity of organizational management
(Nascimento, Oliveira, Zanqueto Filho, 2013). However,
considering the norm finished and static over time re-
duces the insertion of emerging and consecrated themes.
This happens in such a way that its constant updating and
adaptation to the context becomes necessary to main-
tain the effectiveness of organizations.

The literature points out that the implementation
of QMS positively affects organizational performance
(Chapman et Murray, 1997; Stahl et Grigsby, 1997; Sam-
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son et Terziovski, 1999; Rusjan et Alic, 2010) for promot-
ing better product quality, increase customer satisfac-
tion, improve competitive position, and maintain and
increase market share of certified companies. Although
quality management is conceptualized as a set of inter-
nal elements of the organizations, it is verified that the
approach has a much broader meaning that incorporates
the commercial relationship between the organization
and its external environment and, going further, cre-
ates mechanisms that tend to involve all the resources
of organizations in a systemic and interconnected way to
the strategic management of the supply chain (Paladini,
2002).

Juran (1992) points out that the objectives of quali-
ty management would be the development of strategic
quality planning and the involvement of top manage-
ment in this effort. Such objectives would also include
strategic management in the company at a global level
(with the participation of departments and their respec-
tive specificities) and the inclusion of all company pro-
cesses in addition to production.

The discussion around the themes of quality manage-
ment and strategic management is fundamental and ap-
propriate for any type of organization regardless of the
product or service offered, since both aim at obtaining
operational excellence and competitive advantage, in or-
der to ensure the continuity of the organization (Shank,
1997).

In this way, quality management assists strategy man-
agement and vice versa, since quality favors the synchro-
nization of manufacturing and competition strategies,
particularly in terms of strategic performance objectives
of operational environments (Garvin, 1992). This is be-
cause organizations look for extensions of strategy that
leverage the existing system of activities in order to cre-
ate services or specifications that rivals consider to be
impossible to combat on individual performance bases
(Porter, 1996).

Although the sources of consultation suggest that the
topic of quality management is clearly associated with
strategic management, it is noted, however, that none
of the revisions to ISO 9001 - reference in terms of the
request of QMS requirements - released until 2015 were
focused on the integration of the QMS with strategic
management. This fact had already been raised by Rus-
jan et Alic (2010) in an extensive research, which con-
cluded that even though ISO 9001:2008 was seen as an
important instrument of mediation between customer
and supplier, it did not establish guidelines for strategic
management.

The correction of this fragility of ISO 9001 apparent-
ly was corrected in September 2015, and the new ver-
sion formally links quality management with strategic
management in a generalist context. Thus, the standard
adopts elements of strategic management as indispens-
able requirements for the continuous improvement of
organizations and customer satisfaction, which refers
to the research problem to be answered by this study:
Does the new version of ISO 9001, released in September
2015, cover, in alignment with the literature, sufficient
elements related to strategic management that contrib-
ute to the full integration between quality management
and strategic management in certified companies?

2. OBJECTIVES

In view of the exposed problem, this study aims to
identify which of the new elements of strategic man-
agement are included in ISO 9001: 2015. Consequently,
the research intends to assess the implications of intro-
ducing these strategic management requirements into
QMS. In a more profound sense, it is also intended to
verify, through the evaluation of a group of experts, what
are the challenges that organizations will have to adopt
these requirements and continue to be certified in ISO
9001: 2015.

3. METHODOLOGY

Based on the classification of Vergara (2009), this is a
research of descriptive nature, which uses a qualitative
approach, as it is a documentary analysis. It was carried
out from the final version of the ISO 9001:2015 standard,
supported by bibliographic research on the subject and
structured interviews with specialists who participated
in the revision of the mentioned norm. For this, the Del-
phi technique was used, since it is usually related to the
search for a response to a problem that is presented in
conditions of uncertainty, with insufficient data or an in-
complete theory.

The structured interviews comprised only three ques-
tions, and were applied to participants from the states
of Sdo Paulo, Rio de Janeiro and Espirito Santo during
the period from May to September 2015. The questions
defined were:

1) Are you aware of the changes to ISO 9001 re-
garding the inclusion of strategic management
items?

2) What are the implications of this inclusion from
your point of view?



3) Have you participated in the review of this stan-
dard, through regional and national committees?

Each of the 16 selected auditors and consultants met
the following criteria: be certified as a leading auditor
in 1ISO 9001, have more than 10 years of experience in
QMS and have knowledge of strategic management. The
professionals interviewed are associated to the Federa-
¢do da Industria do Espirito Santo (FINDES - Federation
of Industry of Espirito Santo) and to the Brazilian Qua-
lity Committee of the Associagdo Brasileira de Normas
Técnicas (ABNT/CB-25 - Brazilian Association of Technical
Standards).

The literature points out that, for this methodology,
the expert panel is often composed of 10 to 50 members
in a homogeneous group. Richardson (1989) believes
that the number of participants can be from 10 to 15 if
the group is homogeneous. For the composition of the
team, the basic criteria used were the experience (mi-
nimum of 10 years) and individual training in the area
of study (senior level with leading auditor training), plus
individual willingness to participate.

4. BIBLIOGRAPHIC REVIEW

4.1. Strategy

Since the 1960s, the conceptualization of the strategy
has continued uninterrupted and the terminology has
been conceptualized by several authors, such as Ansoff
et Mcdonnell (1993), Andrews (1971), and Porter (1980).
It has been defined as the process by which managers,
using a long-term projection, evaluate external environ-
mental opportunities, as well as internal capacity and
resources, in order to decide on goals and set of action
plans to accomplish them.

Whittington (2002), in turn, states that the concept of
strategy can arise from four contexts:

a) Classical approach: older and more influential, it
is based on the rational and deliberate process,
which believes in the planning for adaptation or
anticipation of market changes;

b) Evolutionary approach: based on biological evo-
lution and anchored in the unpredictability of the
environment, it advises strategists to remain low
cost and open options, since evolutionists expect
markets to ensure profit maximization;
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c) Proceduralist approach: based on organizational
learning, where the strategic ones emerge from
the intimate involvement with the operations and
forces of the organization;

d) Systemic approach: it reflects the social systems
in which it participates, where the strategy path
is to act by local rules.

Mintzberg (2006, 2010) brought together some of the
approaches found in the literature and classified them
into five strategies: plan, standard, maneuver, position
and perspective. Strategy as a course of action intended
to deal with a situation has the purpose of achieving the
basic objectives of the organization. The strategy as a
pretext is a tactic used by the company to communicate
a false or true message to the market and to overcome
a competitor. Now, strategy as a position is a means of
locating an organization within the relations of environ-
ment, be it internal or external. Strategy as a standard is
the consistency in terms of behavior, which arises from
the actions of everyday life and may be intended or not.
Finally, strategy as a perspective focuses more on the in-
ternal environment of the company and diffuses through
the thoughts, values and cultures of the organization.

Mintzberg, Ahlstrand and Lampel (2000) outlined the
strategy trajectory applied to business practice and pro-
posed the division into three groups according to their
characteristics:

e The first group is that of schools of a prescriptive
nature, since it is more concerned with the way
in which the strategies should be formulated and
not in terms of how they were created. The group
of schools of prescriptive nature is formed by the
schools of design, planning and positioning.

e The second group is composed of six schools of
descriptive nature. They consider specific aspects
of the strategy formulation process and are less
concerned with the prescription of ideal strate-
gic behavior and more with the description of
how strategies are, in fact, and how they unfold.
This group includes the entrepreneurial, cogniti-
ve, learning, power, cultural and environmental
schools.

e Thethird and last group consists of a single school:
the configuration school, which seeks to integrate
aspects of the different schools according to the
various stages of the life of the organization. This
school brings together two fundamental facets of
the organizational phenomenon: the first (called
configuration) describes states of the organiza-
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tion and the contexts surrounding it; the second
(transformation) describes the process for gene-
rating strategies.

For Wit et Meyer (2003), the strategy can be seen as
a process, content and context. While process, it is con-
cerned with the form, that is, how, who and when the
strategy should be done. As content, it wants to know
what it is, what the strategy should be for the company
and for each of its constituent units. Finally, as a context,
the strategy is concerned with where, that is, in which
company and in what environment the strategy process
should be incorporated.

The definitions of strategy, as well as their classifica-
tion and trajectory, are varied, but they are not exclusive
- on the contrary, they complement each other, since it
is perceived that in the literature (Dess, Lumpkin, Eisner,
2007) the term “Strategy” has evolved into a discipline of
management knowledge (strategic management), with
content, concepts and practical reasons, conquering spa-
ce in both the academic and corporate spheres.

Lobato et al. (2003) argue that the historical evolution
of strategic thinking from the 1950s to the 1990s has come
about through the development of some strategic para-
digms, the diffusion of models for environmental analysis,
the use of tools to manage change, and the recycling of
previous ideas. The authors emphasize that each school not
only encompasses the previous one, but also complements
it, correcting limiting aspects or that can distort the whole.
The main aspects of each school are described in Table 1.

Mintzberg (1994) observes criticisms of normative
and functional strategic management, arguing that any
organization has a strategy, even if it is not defined in
terms of strategic planning: this is only one way organiza-
tions can formulate their strategies, whose fundamental
presupposition is the predictability of the environment.

Along the same lines, authors, such as Whittington
(2002), point out that strategy must be seen not only as
something ready, but rather to be constructed in an in-
cremental vision, since the strategy is treated as everyday
practices that aggregate the conceptions and social cons-
tructions of the manager.

Although the prescriptive strategy is criticized, some
authors, such as Andrews (1991), argue that strategy is
the company’s decision model, which defines goals and
objectives to be achieved and outlines the plan to reach
them within an organization. In this context, Prahalad et
Hamel (1998) affirm that management aims to choose
or create opportunities to use the resources of the com-
pany in order to create a competitive advantage.

Another methodology that seeks the same competi-
tive advantage is quality management, which has been
identified as a very important strategic component for
competitiveness, especially when it comes to ISO 9001,
a quality management model already consolidated and
widespread throughout the world (Priede, 2012).

4.2. Standards for quality management systems and
the origin of 1SO 9001

The International Organization for Standardization
was originated in 1946, when delegates from 25 coun-
tries met at the Institute of Civil Engineers in London and
decided to create a new international organization “to
facilitate international coordination and the unification
of industrial standards” (1SO, 2015a). It is a non-gover-
nmental organization based in Geneva/Switzerland that
develops voluntary international standards aimed to in-
troduce good practices in organizations so as to make
them more efficient and effective. The organization
adopted the acronym ISO, since it refers to the Greek
term ISOS (meaning “equal”) and demonstrates the uni-
fying character of the entity.

Soon after the creation of 1SO, the US Department
of Defense developed a standardization system called
Quality Assurance, in which the organizations involved
established procedures to manage all the functions that
affected the quality of the manufactured products. These
standards gave rise to the 1970 Allied Quality Assurance
Publication (AQAP) standards, which were used by the
North Atlantic Treaty Organization (NATO). Based on the
benefits of the AQAP Standards, the Defense Ministry of
England developed the Defense Standards, norms of the
Armed Forces that established Quality Systems. Later,
the ministry assessed that the application of standards
to the Quality Management System was not restricted to
the war industry, but should cover other suppliers of ma-
terials. In 1979, the International Organization for Stan-
dardization - Technical Committee for Quality (ISO TC
176) that was created to standardize concepts and mo-
dels for quality assurance and provide guidelines for the
implementation of quality management in organizations.
As quality has become a major business focus around
the world, several organizations have begun to establish
standards and guidelines for QMS, entailing a diversity
of standards that exporting companies should address,
even if the product exported to different countries was
the same. Thus, it was not long before 1ISO TC 176 elabo-
rated the ISO 9000 series of quality standards in 1987.

In order to maintain the effectiveness of standards,
ISO adopts a system that periodically updates standards.
The revisions of the ISO 9000 series occur mainly be-
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cause this is a non-technical standard that covers mana-
gement issues and applies to any type of organization,
regardless of its size. For this reason, since the initial edi-
tion of 1987, the reference standard of the series, ISO
9001, has been revised five times, and its new version
- 1SO 9001: 2015 is the first major revision since 2000.
The 2015 version was launched in 2012 through the par-
ticipation of hundreds of stakeholders including industry
and trade standards experts (consultants, users, testing
laboratories, certification bodies, among others), certi-
fication bodies, researchers, universities, government,
and NGOs, totaling 81 ISO member bodies around the
world, as well as thousands of participants in national
committees that reviewed and commented on the draft
standard during its development (ISO, 2015b). Currently
the I1SO 9000 series consists of the following standards:

1ISO 9000:2015 — Quality Management Systems - Fun-
damentals and Vocabulary (ABNT, 2015): it describes the
fundamentals of QMS and establishes the terminology
for these systems;

e |SO 9001:2015 — Quality Management Systems
- Requirements (ABNT, 2015): it specifies requi-
rements for a Quality Management System, in
which an organization must demonstrate its abi-
lity to deliver products that meet customer requi-
rements and applicable regulatory requirements,
with a view to increasing customer satisfaction;

e |SO 9004:2010 — Quality Management Systems
Guidelines for Performance Improvement (ABNT,
2010): it provides guidelines that consider both
the effectiveness and efficiency of the quality ma-
nagement system. The purpose of this standard is
to improve the organization’s performance, cus-
tomer other stakeholders satisfaction.

e |SO 9001 is the only standard in the series that
presents the requirements for certification. This
standard focuses on five key areas of quality sys-
tem management: management responsibility,
resource management, product or service deli-
very, measurement, analysis and improvement.

Regarding the focus of this research, it is observed
that the only reference that the previous version of I1ISO
9001 (ABNT, 2008) related to strategies was in the intro-
ductory part, which mentioned:

“..The adoption of a quality management sys-
tem should be a strategic decision of an orga-
nization. The design and implementation of an
organization’s quality management system are
influenced by: a) its organizational environ-

ment, changes in the environment and the risks
associated with it, b) its changing needs, c) its
particular objectives, D) the products supplied,
e) the processes used, and f) their size and or-
ganizational structure... “ (ABNT, 2008 - p. Vi)

It is noted, however, that this introductory part was not
part of the certifiable requirements, which were defined
from item 4 of the standard - Quality Management System
Requirements. Fernandes et. Al. (2014) had already war-
ned in a study that aimed to bring ISO 9001 closer to orga-
nizational reality that the standard should focus on greater
involvement of the top management and respective strate-
gic purposes of organizations. Therefore, the quality policy
and objectives must be compatible with the strategic ma-
nagement of the organization, that is, the strategic mana-
gement was mentioned, but not required in the implemen-
tation and maintenance of the QMS certification. Thus, this
fact constituted an important motivator for the revision of
ISO 9001: 2015.

4.3 The process of changing I1SO standards and the new
1SO 9001: 2015 standard

The existing rules in ISO aim that the normative referen-
ce (norms) is the object of a continuous process of revision,
in order to maintain its permanent updating and adequacy
in face of the current market.

The process of developing and revising a standard is the
responsibility of 1ISO Technical Committees (ISO/TC) and
Subcommittees (SC), and goes through six distinct phases
(Paiva, 2011, p. 2):

1% — Proposal Phase: At this stage, the need for the pub-
lication of a new standard is verified. The Technical Com-
mittees / Subcommittees (TC / SC) will submit a new point
of work, which will be expressed on whether or not the
development of the new framework is accepted.

2" — Preparatory phase: There is the appointment by TC/
SC of a group of experts and a coordinator who will work
on the preparation of a document called “Working Draft
(wD)”.

3" — Committee/commission stage: The “Working Draft”
on CD is registered with the ISO Central Secretariat, and
then distributed for obtaining comments and, if necessary,
for voting by the TC/SC P-members. After reaching consen-
sus on the content, the CD is finalized and submitted as
Draft International Standard (DIS).

4* — Auscultation phase: The I1SO Central Secretariat dis-
tributes the DIS document by ISO members and they have



five months to vote and comment. The document is ap-
proved for submission as final draft International Standard
(FDIS) if it collects a favorable majority vote of two-thirds
of the TC/SC P-members, and if more than one quarter of
the total number of votes is not against their approval. Oth-
erwise, the document is returned to the TC/SC for further
analysis, and is again put to the vote as a DIS document.

5th— Approval phase: The ISO Secretariat Central sends the
FDIS document to all members for a final and decisive vote,
they have two months to make a decision whether to ac-
cept it or not. Technical comments are no longer accepted
at this stage. However, if they exist, they will be registered
for future revisions..

6" — Publication Phase: Only minor editorial changes can
be made to the final text. The document is sent to the ISO
Central Secretariat, which publishes its production as Inter-
national Standard.

The revised standards are intended to reflect changes in
the environment in which they are used and to ensure that
they remain adequate for their purpose. ISO 9001: 2015
contains the main items, as shown? in Table 2.

4.4. Elements of strategic management incorporated into
the new revision of 1ISO 9001

In evaluating the content of the document in question,
it can be seen in Table 3 that the requirements of ISO
9001:2015 now incorporate some items related to strate-
gic management.

It is noted that the standard begins to address issues in
terms of how to contextualize the company in relation to
the market and its competitors, so that the customer-cen-
tered concern is now extended to all stakeholders.

To adopt the new version of the standard, companies
usually undergo a transition audit, which must be carried
out within the validity period, since no certificate in the
2008 version will be valid as of September 2018.

According to Nigel Croft, chairman of the subcommittee
that reviewed the ISO standard, and Nascimento (2016),
Technical Coordinator of the Brazilian Committee review-
ing the standard, the QMS will be strongly integrated with
the organization’s business and aligned with its strategic
orientation, so that Analyzing the effectiveness of QMS will
amount to reviewing the effectiveness of the business (I1SO,
2015b).

1 The translation into Portuguese was free and preliminary and it
was the authors’ responsibility.
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In summary, Nascimento (2016) emphasizes that the
most significant modifications of 1ISO 9001 in its 2015 ver-
sion show the insertion of strategic management require-
ments in the following aspects: Risk-based thinking and
change control as the basis for the management system.
The standard challenges the organization to pre-analyze its
risks in an internal and external context in order to plan an
appropriate quality management system. In this context, it
is possible to notice a great approximation between Quali-
ty Management and Strategic Management.

Another highlight is the monitoring of your business
context, focusing on the needs and expectations of stake-
holders. This provides opportunities for greater focus on
goals such as encouraging improvements to the company’s
management system and its ability to achieve the intend-
ed results. Thus, based on the strategy contexts adopted
by Whittington (2002), it can be said that the new version
of the standard adopts elements of the classical approach,
since it is not only part of a rational and deliberate process,
which believes in the planning for adaptation or anticipa-
tion of market changes, but also adopts the evolutionary
approach: anchored to the unpredictability of the environ-
ment, and counseling strategists to keep costs low and op-
tions open. It is noted that the proceduralist approach was
already part of the requirements of 1ISO 9001, because it is
based on organizational learning.

It is observed that the modifications are related specif-
ically to the planning school described by Mintzberg et al.
(2000), a functionalist school that has in Ansoff (1993), its
main representative. In the planning school, strategic man-
agement is focused on programming and is based on the
arbitrary formalization. As the requirements of 1ISO 9001
must be fully implemented to obtain certification, this ar-
bitrariness is assumed in its adoption by the organizations.

The arbitrariness of systems is also highlighted as a
negative point by Wit et Meyer (2003), who argue that
an adjustment is needed between internal resources and
environmental conditions resulting in a wide variety of
perspectives among strategists. In this way, organizations
develop different traits in the strategy formation process
because they differ, as well as the context in which they
are inserted.

These changes allow us to conclude that the norm
adopts elements of the classical, evolutionary and pro-
ceduralist approach, but it is still a failure in terms of the
systemic approach: The only missing point in the new
revision of the norm is the systemic approach: it does
not yet reflect the social systems of which it participates,
where the path of the strategy is to act by local rules.
Perhaps this point is not perceived precisely because the
norm adopts more general characteristics that make pos-
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Table 2 - Summary of requirements of 1SO 9001: 2015

Basic description

2 - Normative Reference
3 - Terms and Definitions

Topic of 1ISO 9001: 2015
0- I:_trscl((j)ucetlon Introductory part of the standard, with the presentation of the concepts and fundamentals. It pre-
P sents the process approach, the Quality Management System Model and the PDCA cycle (Plan, Do,

Check, Act). It clarifies that it is a requirement standard and therefore it is subject to certification.

Quality Management System
Requirements

4 - CONTEXT OF THE ORGANI-
ZATION

It comprises a new set of mandatory requirements, strongly related to strategic management.
Defines that the company must before establishing, documenting, implementing and maintaining its
QMS, know your organization: 4.1 understanding the organization and its context; 4.2 understanding
the needs and expectations of stakeholders; 4.3 determining the scope of the quality management
system; 4.4 Quality management system and its processes. It is based on the analysis of the internal
and external environment and the needs and expectations of stakeholders as a prerequisite for the
elaboration of the Quality Management System. It is equivalent to the Plan stage of the PDCA cycle.

5- LEADERSHIP

It details the requirements related to the leadership role in the elaboration and maintenance of the
QMS, in particular the commitment of the Management and the focus on the client. It establishes
that the company must define a quality policy and objectives, ensuring that organizational rules,
responsibilities and authorities are defined and communicated throughout the organization and that
senior management must critically review the QMS to ensure its continued suitability, sufficiency and
effectiveness. Requirements: 5.1 leadership and commitment; 5.1.1 leadership and commitment to
the quality management system; 5.1.2 focus on customers; 5.2 policy; 5.3 roles, responsibilities and
organizational authorities. It is equivalent to the Plan stage of the PDCA cycle. Compared with the
2008 review, this version highlights the role of management in conducting the QMS.

6- PLANNING

It comprises a new set of mandatory requirements, strongly related to strategic management. It
establishes that the organization should define: 6.1 actions to address risks and opportunities; 6.2
quality objectives and planning to achieve it; 6.3 planning changes. The only equivalent item in the
previous version relates to the establishment of Quality Objectives, which is also strongly aligned

with strategic management. It is equivalent to the Plan stage of the PDCA cycle.

7- SUPPORT

It comprises a new set of mandatory requirements, strongly related to strategic management.
Mainly in relation to the requirements: 7.1.4 - Environment for the operation of processes and 7.1.6-
Organizational knowledge. The set of requirements stablishes that resources must be managed so
that the processes have their goals achieved. The need for human resources, infrastructure work
environment must be determined. It emphasizes the need to assess competence, training and awa-

reness to ensure compliance: 7.1 Resources; 7.1.1 Generalities; 7.1.2 People; 7.1.3 Infrastructure;
7.1.4 Environment for the operation of the processes; 7.1.5 Monitoring and measurement resources;
7.1.6 Organizational knowledge; 7.2 Competence 7.3 Awareness; 7.4 Communication; 7.5 Documen-
ted information. It is equivalent to the Plan stage of the PDCA cycle.

8- OPERATION

This set of 24 requirements is directly related to the product realization (part of the PDCA cycle)
and establishes mechanisms for the conformity of products and services, from its development
project, to the delivery to the customer. It involves the following items: 8.1 planning and operational
control; 8.2 determination of the requirements of products and services; 8.2.1 communication with
the customer; 8.2.2 determination of requirements related to products and services; 8.2.3 critical
analysis of requirements related to products and services; 8.3 design and development of products
and services; 8.3.1 general; 8.3.2 development design and planning; 8.3.3 design and development
inputs; 8.3.4 design and development controls; 8.3.5 design and development outputs; 8.3.6 changes
in design and development; 8.4 control of externally supplied products and services; 8.4.3 infor-
mation for external suppliers; 8.4.2 type and extent of external supply control; 8.5 production and
service provision; 8.5.1 production control and service provision; 8.5.2 identification and traceability;
8.5.3 property belonging to customers or external suppliers; 8.5.4 preservation; 8.5.5 post-delivery
activities; 8.5.6 change control; 8.6 delivery of products and services; 8.7 control of products and
services and non-conforming process outputs.

9- PERFORMANCE EVALUATION

It contains the requirements for control (monitoring and measurement) of the QMS and it involves:
9.1 monitoring, measurement, analysis and evaluation; 9.1.1 general; 9.1.2 customer satisfaction;
9.1.3 analysis and evaluation; 9.2 internal audit and 9.3 critical analysis. Equivalent to C (Check) of

PDCA.

10 - IMPROVEMENT

It contains the requirements for improvement and correction of deviations in the QMS and it invol-
ves: 10.1 generalities; 10.2 non-compliance and corrective action and 10.3 continuous improvement.
The only change in this set of requirements concerns the withdrawal of the item preventive actions,

existing in the previous version. It is equivalent to PDCA element A (Act).

Source: prepared based on ISO 9001: 2015 (ABNT, 2015)
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Table 3 - Relationship between the requirements of ISO 9001:2015 and Management

1SO 9001: 2015
requirement

Requirement Summary

Relationship with strate-
gic management

4.1 Understanding the orga-
nization and its context
4.2 Understanding stakehol-
der needs and expectations
4.4 Quality management
system and its processes

The organization shall determine internal and external issues that are
relevant to its purpose and strategic orientation and which affect its
ability to achieve the desired result (s) of its quality management sys-
tem. The organization shall monitor and analyze information on these
external and internal issues. It should also determine the following:
stakeholders who are relevant to the quality management system; the
requirements of these stakeholders that are relevant to the quality ma-
nagement system; and risks and opportunities, in accordance with the
requirements of 6.1, and to plan and implement the actions required
for its resolution;

Associated with internal and

external analysis (SWOT); Bu-

siness analysis and stakehol-
der needs assessment;

6 Planning
6.1 Actions to address risks
and opportunities
6.2 Quality objectives and
planning to achieve them
6.3 Change Planning

“When designing the quality management system, the organization
shall consider the problems referred to in point 4.1 and the requi-
rements referred to in point 4.2 and determine the risks and oppor-
tunities that need to be addressed: (a) to ensure that the quality
management system can achieve its intended result (s); (B) avoid or
reduce undesirable effects and; C) achieve continuous improvement.
The organization shall establish quality objectives in relevant functions,
levels and processes.

When the organization determines the need for change in the quality
management system (see 4.4), the change must be planned and syste-
matic.

Associated with the analysis
of external factors (Politi-
cal, Economic, Social and

Technological) to the 5 forces

(PORTER, 1996), the Critical

Success Factors and the BSC -
Balance Score card;

7 Support
7.1 Resources
7.1.6 Organizational knowled-

ge

The organization must determine the knowledge necessary for the
operation of its processes and achieve the conformity of products and
services. This knowledge must be maintained and made available as
necessary. When addressing needs and trends, the organization should
consider its current knowledge and determine how to acquire or access
the additional knowledge needed.

Associated with organizatio-
nal skills

Source: prepared on the basis of ISO 9001: 2015 (ABNT, 2015)

sible the standardization of organizations in a global con-
text. It is precisely this vulnerability that distances the
norm from the four contexts of the strategy pointed out
by Whittington (2002).

5. EXPERT OPINION ON NEW REQUIREMENTS

Aiming at a greater practical focus on the changes ob-
served, structured interviews were conducted with the
group of experts: Lead auditors and consultants (linked
to the Federation of Industry of Espirito Santo - FINDES)
and reviewing members of CB-25 (Brazilian Committee
for the revision of ISO 9001 - linked to INMETRO)? to ve-
rify the implications for the companies certified in the
standard. In general, the analysis of the experts shows
that although the ISO 9001 standard is a robust manage-

2 ABNT/CB-25 - Brazilian Quality Committee of the Brazilian Asso-
ciation of Technical Standards - aims to produce and dissemina-
te the standards of Quality Management and Quality Assurance
and Conformity Assessment systems and their related tech-
niques. It is available at http://abntcb25.com.br/sobre-abnt-
-cb-25/institucional/

ment model, in addressing other consolidated practices
such as strategic management, the standard leverages
the degree of responsibility of certified companies and
systematizes strategic management as a routine in certi-
fied companies.

The greatest advantage, according to experts, lies in
the opportunity to create a quality culture with a strong
link with the organization’s strategy, because in many or-
ganizations the strategy is restricted to senior manage-
ment (managers or executives) and Quality management
“democratizes” the planning and actions of the company,
making everyone understand that they work for the mar-
ket and that without it, any action does not make the
least sense, including the company itself. The percep-
tion they have is that strategy is restricted to top ma-
nagement and quality is better disseminated. Once the
quality standard establishes requirements, the strategy
becomes better known.

The auditors also point out that ISO 9001: 2015 will
be easier to use, particularly in conjunction with other
management system standards, as it has become more
users friendly with simplified language. Auditors point
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out that the new version of the standard will demonstra-
te more consistently whether the certified organization
is achieving its planned results, and whether the system
is actually delivering on its promise and is aligned with
the organization’s strategic objectives. This was also
highlighted by Nigel Croft, chair of the subcommittee
that revised ISO (ISO, 2015a).

Other benefits pointed out by experts and intervie-
wees concern the possibility that certified companies
will have to see outside the institution. The 2008 version
focuses heavily on the customer and internal processes
and now it is back in the same intensity for the market,
competitors and stakeholders. This broader view brings
more stability to the system and preparedness for any
environmental changes. According to the interviewees,
the new version combines the success of the “process
approach” with a new concept of “risk-based thinking”
to prioritize processes, employing the Plan-Do-Check-Act
(PDCA) cycle at all levels of the organization in a strategic
manner to manage the processes and the system as a
whole and lead to improvement.

As limitations, experts state that certified companies
that do not have Strategic Management should invest
more time in the preparation of their QMS, and that the
speed of scenario changes may lead to successive revi-
sions in the Quality Management System documenta-
tion. The procedures will reflect a strategy that can chan-
ge frequently and with some complexity, increasing the
cycle of revisions of documents required by the QMS and
increasing the risk of obsolete documents in use.

Another challenge will be the determination and ne-
gotiation of risk control under a macro view, not just the
processes, as in the previous review. With this, change
management will be strengthened in the new 1SO 9001:
2015, and the risk analysis will have to be performed,
when changes occur.

Another challenge will be organizational culture. We
may find it difficult for companies to understand what
the standard means by this new strategic approach. Some
auditors fear that some companies may present a SWOT
matrix and a generic risk matrix suggested by an exter-

nal consultant with a shallow knowledge in terms of the
entire organization, which may lead to a misalignment of
the strategy with operational practices. The interviewed
experts point out, however, that this is not a vulnerability
of the norm, since it becomes less prescriptive. Accor-
ding to the interviewees, the adoption of “ready models”
of QMS will be a practice that will be abandoned, since
the standard requires the clear understanding of the or-
ganization and its internal and external context.

Nascimento (2016), who represented Brazil in the
international discussions and coordinated the Brazilian
group in the revision of ISO 9001, summarizes that the
new version of the standard brings significant impacts on
the organization, certifiers and auditors, as described in
table 4.

Finally, according to the experts interviewed, this re-
view will initiate a new cycle of business decision-mak-
ing. The standard prescribes strategic management items
as mandatory and broadens the decision making level,
since it establishes relationships with all groups of strate-
gic objectives: guarantee of customer satisfaction, effec-
tive implementation of the process, focus on risk, need
for organizational learning and positive financial effects.
Previously, in the 2008 version, QMS was viewed narrow-
ly as a way to help organizations increase customer satis-
faction. This new review may start the process of forming
a strategic culture, in which the Direction sees the long
term and thinks about the positioning of the company in
front of the environment, making everyone contribute to
the strategy.

6. FINAL CONSIDERATIONS

The objective of this article was to identify the impli-
cations for organizations currently certified in the certi-
fication process, with the insertion of new strategic ma-
nagement requirements in 1ISO 9001: 2015. In this sense,
it was identified that this standard prescribes eight new
requirements that involve the establishment of strategic
management for companies that wish to have their QMS
(QMS) certified.

Table 4 - Impact of ISO 9001: 2015 revision for different audiences

Organizations Certifiers

Auditors

Greater emphasis on effective senior
management involvement in the QMS;
Integration with business objectives;
Risk management at all levels and stages.

Update criteria for certification
Adopt more restricted criteria to
provide auditors with the ability to
audit strategic management.

Enable auditors to audit senior management as a
key process;
Audit requirements of products and services and
link this audit to the results of the organization;
Audit without documents (less paper)

Source: Elaborated on the basis of Nascimento (2016)



According to the experts interviewed, there was a
great expectation in terms of the new revision, in the
sense that the standard being used as a base in the stra-
tegic decision in order to support the leadership as a
strategic management tool.

The new version of the standard appears to have been
designed to address the disparity between planning and
implementation: A strategy can be effective at the time it
is being planned, but it can generate unexpected results
as complexity increases when it is put into practice. The-
re is a so-called disparity between the planned change
and the emerging evolution: the goals achieved success-
fully and the break-up of marginal opportunities, neglec-
ted for the simple reason that they are not calculated in
advance, and thus do not constitute in the elaborated
plans; The disparity between means and ends: instead
of reflecting the intertwining and mutually constituting
means and ends, what must be done is to separate them
and thereby simplify their complex interrelations; The
disparity between a planner mind (the management)
and a planned body (the organization) and finally the
disparity between order and disorder: Strategic planning
is necessary, otherwise the organization drowns in chaos
and thus the strategic agenda requires discipline and
continuity; its enemies are deviations and lack of com-
mitment, however, chaos, constant change and noise
make it more refined rather than destroyed. In this sen-
se, experts point out that change management has also
been inserted in the new 1SO 9001, as a guide between
planned and changing reality.

Some of these implications have been mentioned by
the experts interviewed and concern the time that will be
invested by the organizations in the preparation of their
QMS, and that the speed of scenario changes may lead
to successive revisions in the Quality Management Sys-
tem documentation. As the standard becomes less pres-
criptive, this consequence has been minimized. Another
challenge will be the determination and negotiation of
risk control under a macro view, not just the processes,
as in the previous review. Another challenge addresses
the issue of organizational culture. Some auditors fear
that some of the companies will use external consultants
to develop the strategic management pillars and because
of the superficial knowledge of these consultants about
the organization, management does not start in a com-
prehensive way.

In general, the experts’ analysis points out that the
new version of the ISO 9001 standard leverages the de-
gree of responsibility of certified companies and systema-
tizes strategic management as a routine in certified com-
panies, with the opportunity to create a culture of quality
with a strong bond with the organization’s strategy.
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These observations allow us to point out that the norm
adopts elements of the classic, evolutionary and proce-
duralist approach, but it is still a failure in terms of the
systemic approach: it still does not reflect the social sys-
tems in which it participates, where the strategy path is
to act by local rules. Perhaps it is precisely the globalized
nature of the norm that prevents it from being readily
adaptable to the local context. Nevertheless, it is obser-
ved that the new version of the standard has sufficient
elements of strategic management that can contribute
to the full integration between Quality Management and
Strategic Management in certified companies and in cer-
tification process.

It is concluded that Quality Management is closely lin-
ked to strategic management and that the insertion of
strategy requirements in 1ISO 9001: 2015 will certainly
bring challenges to certified companies, but will conso-
lidate these two disciplines more comprehensively and
routinely in organizations. It is suggested to carry out
studies that can demonstrate empirically this relation-
ship, after a considerable number of companies are cer-
tified in the new review.

Finally, the contributions of this article refer to the
expectations of consultants and auditors regarding the
maintenance of company certificates in the face of the
new strategic management requirements included in the
ISO 9001 standard and the need for new empirical inves-
tigations about the relationship between quality certifi-
cation and the achievement of organizational strategies.
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