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Summary

Introduction: 1SO 9001 quality management system certification programs are
used internationally to ensure, regulate and drive quality improvement in
healthcare. Certifications are often described interchangeably with
accreditation and positioned within external assessment programs. These
external assessments programs are mostly acted by a non-state actor. Globally,
the number of hospital certification and accreditation programs has grown
tremendously the last two decades. As a governance strategy, it may constitute
a move away from the state as the only actor performing regulatory control.

To become certified, hospitals need to adjust their systems to meet the
requirements of the ISO 9001 standards. Hospitals are then assessed for
compliance with the standard by auditors from an independent certification
body and provided with an attestation if they comply. The certification program
is intended to assure patients and other stakeholders that hospitals can deliver
expected and reliable services. The ISO 9001 standard applies to all sectors and
proposes generic requirements for organizational structures and systems to
continuously manage and improve quality.

Certification bodies are themselves subject to external assessment by a national
accreditation body, according to an international I1SO standard. The standard
sets requirements for the certification bodies’ system, process and practices to
provide 1SO 9001 certifications.

Norwegian clinics and hospitals have no clear history for certification or
accreditation, despite several initiatives. The first 1ISO 9001 certification
initiatives started almost two decades ago and have been subject to different
policy debates. The goal of the government’s National Health and Hospital Plan
for 2016—2019 was to introduce a system for quality certification. The ISO
9001 certification was highlighted since it contained many of the same elements
for quality improvement as the national internal control regulation. However,
no national system has yet been established.

We lack evidence that certification has a direct impact on clinical outcomes,
but there are many indicators that certification has fostered organizational
change and has positive implications for quality and safety management. We



still know little about why health care organizations adopt certification, how
certification processes unfold and are understood, and the methods and
approaches used by certification bodies, such as role repertoire, auditor’s
conduct (e.g., inspection or guidance) and assessment practice.

Aim: This thesis aimed to develop knowledge about: 1) external drivers and
internal processes in hospital certification, by exploring certification processes
in hospitals; 2) the scope, understanding and practice of certification processes
and the certification regime, by exploring the perspectives of a certification
body and the international standards and guidances; 3) the possible
contributions to performance improvement from certification processes in
hospitals, by exploring characteristics in approaches to 1SO certification and
examine whether these approaches can support resilience in healthcare.

Method: This thesis consists of two case studies. Case 1 was designed as an
explanatory retrospective single-case design study of a first-time I1ISO 9001
certification process (years 2008-2012) in an emergency department. Data was
collected through documentary sources and interviews and analyzed using a
narrative approach. A sensemaking framework was applied to explore change
processes.

Case 2 was designed as an embedded (multiple units) single-case study. Three
units were addressed: 1) auditors’ interaction with hospitals in certification
processes; 2) one certification body’s certification approach; and 3) the
certification approach in international standards and guidances. Data was
collected through documentary sources, interviews, and observations.
Theoretical (deductive) thematic analysis was performed to analyze all the data.
An auditor typology framework was applied to explore the auditors’ conduct
while auditing, and a governance and resilience perspective was adopted to
examine certification approaches across units.

Findings: Three articles address the findings in this thesis:

Article 1: An emergency department’s initial decision to adopt ISO 9001
certification did not follow from a comprehensive decision-making process.
Four external triggers initiated the adoption, continuation and change in favor
of certification. The first two triggers (nonconformities and regional
certification project participation) were situationally specific and initially
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present in the adoption process. The last two triggers were institutional, derived
from perceived ambiguities in relatively stable institutional structures (internal
control regulation and ISO 9001 certification), that enabled the organization’s
search for meaning and control. The direct feedback mechanisms involved in
certification and external audits in general were acknowledged as useful for
making improvements.

Article Il: Two distinct auditor styles — “explorer” and “discusser” — were
identified among three auditors in hospital certification audits. Both styles are
characterized by their preference for an opportunistic and less structured type
of interview practice. All the auditors perceived both assessment of conformity
to the 1SO 9001 standard and guidance for improvement as embedded parts of
certification audits. All three auditors adopted a prospective auditing approach,
incorporating, guidance, transferring experiences and stimulating
improvements. They all used group interviews instead of individual audit
interviews with the auditees.

Article I1I: The international standards and guidances that certification bodies
must comply with, embed an elasticity between formal retrospective auditing
approaches towards prospective approaches, enabling guidance and
improvements. Auditors then have a latitude to navigate their auditing strategy
in their interaction with the auditees. Members of the certification body
perceived and practiced a flexible auditing approach using opportunities to
share knowledge, empower and make guidance for improvement in their
interaction with the auditees. Overall, the standard and guidances and the
certification body showed prospective auditing approaches. The article
identified characteristics of the institution and process of ISO 9001 certification
that might support resilient performance in healthcare by nurturing the potential
to respond and learn.

Conclusion: This thesis contributes to our knowledge about conditions in the
external environment that may trigger adoption of 1SO 9001 certification and
change processes in healthcare organizations. In addition, it contributes to the
identification of normative and guiding elements, scoping the continuum
between proactive and retrospective auditing approaches within which
certification bodies must navigate. The thesis also extends our knowledge about
certification bodies’ approaches and practices to ISO 9001, and showed
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adaptable certification approaches supporting resilient performance of
hospitals. Lastly, the thesis proposes a refinement of a current auditing style
framework and proposes a new multilevel model representing elements in
approaches to accredited 1SO 9001 certification.
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Introduction

1 Introduction

1.1 Background

During the 1980s and 1990s, organizations adopted more ideas, receipts and
standards that strengthened management and leadership. Some of these were
trendy management models, and referred to by their acronym [1-4]. Among
these were Total Quality Management (TQM), business project engineering
(BPR), management by objectives (MBO), supply chain management (SPC),
service management, project management, and new public management
(NPM). Such organizational receipts could have an unclear history, but still
penetrated much of the organizational fields and became institutionalized, both
in the private and public sector. Ideas could be considered as successful models
that could increase the legitimacy of the organizations that adopted them [4-6].
Some of these intra-organizational management ideas incorporated different
forms of external scrutiny, such as evaluation, certification, and accreditation
systems. In this shift from hard to soft regulation and governance, transparency
was a key component [4, 5]. Standards and standardization of organizations,
processes, and performance make the organizations transparent and organized
for external evaluations — in other words, “auditable” [7]. The expansion of
monitoring and auditing activities has arguably reflected a decline in trust, and
therefore requests for systems that make organizations transparent [7-9].
Assumptions of trust may also be addressed to the auditors and the processes
and methods used for monitoring and auditing, as they are accountable for their
conclusions and are themselves often subjected for external scrutiny [7, 10].
The international 1ISO 9001 standard for quality management systems is an
example of a global governance trend that creates management structures
within organizations, while serving as a basis for external audits and
certification. The standard became early internationally recognized, especially
in the production industry, and has become institutionalized as an exemplary
organizational model for quality management and a means for legitimacy and
cooperation in practice [11]. As a governance strategy, it may constitute a move
away from the state as the only regulator, to different forms of non-state
regulators [12], such as certification bodies. The philosophy, strategy, and
methods that state or non-state regulators adopt have been subject for later
regulatory developments, such as different forms of self-regulation, meta-
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regulation, enforced self-regulation, responsive regulation, or smart regulation
[12-16]. These developments have focused on how to be adaptable and nurture
local knowledge to improve performance and reduce risks; as such, it is an
orientation towards resilience in regulation regimes [17]. The explicit
connection between regulation and resilience perspectives is seldom seen in the
literature [18, 19]. This might be because regulation has traditionally been
concerned with standards and prescriptions for the state to constrain action and
sanction non-compliance, while supporters of resilience perspectives stress the
development of flexible and adaptable local systems, where local knowledge
and professionals’ judgments are at the heart of everyday performance.

In health care, there has historically been little regulation of clinical activities,
except by medical professionals. In the last two decades a growing focus upon
quality improvement and patient safety in health care has been important for
the development of different organizational improvement strategies and
assurance activities. Systems requirements, imposed by external strategies such
as regulation, accreditation, certification and standard setting, have been
important drivers for quality and safety improvements. Accreditation,
leadership, and legal drivers are three of the seven significant trends for the
governance of quality and safety in health care [20]. Of these trends,
accreditation and certification have much in common, and may be considered
wholesale regimes. They both incorporate many strategies for quality and
safety, such as standardization, external and internal control, assurance and
improvement of systems, processes, and leadership [10]. The concepts of
certification and accreditation are often used interchangeably in health care, and
under the umbrella of external assessment systems [21-27]. These external
assessment programs have great international coverage in health care, despite a
clear debate on whether such regulatory regimes affect recognized quality
measures [27-31]. Most external assessment program agree on the same basic
principles: 1) standards are communicated to the participating organization; 2)
the organization make changes or adjust its systems or practices to meet
requirements in the standards; and 3) auditors review and assess compliance to
the standards [32-34].

In 1SO 9001 certification, “certification” incorporates both these three
principles in addition to the final stage in which the certification body grants
the organization certification or recertification [35]. In this thesis the word
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“process” is sometimes added (“certification process”) to emphasize that a
description or discussion relates to the formal activities that happens towards
the final decision of certification. These activities include interaction between
the certification body and the certified organization.

In health care, much of the research on certification are included as part of the
research on accreditation programs and important for this thesis’s focus on 1ISO
9001 certification in health care. The following section reviews the research on
ISO certification and related external assessment programs.

1.2 Research on certification and accreditation

Rational, homogeneous, precise, and predictable processes underpin the
general beliefs about 1ISO 9001 certification [36-38]. These characteristics are
related to the ability for reliable quality management systems and
organizational quality improvement, audits and certification processes. These
beliefs have been shown to be much more complex than assumed, because these
processes are context- dependent and formed by the people involved. People
possess different orientations towards certification and adopt, reinterpret, or
reject certification requirements according to the situation [36-40]. Benefits of
ISO 9001 certification and accreditation seems to be linked to both internal and
external motivation [41, 42]. Internal motivations might be to achieve
organizational improvement; external motivations may be related to
promotional and marketing issues, government demands, and customer
pressure.

In health care, certification and accreditation programs have been a contested
domain. Claims about limited evidence of these programs effects upon
recognized quality measures, and the limited use of rigorous study designs for
a strong evidence base, have been put forward in several international
publications, especially in relation to how many resources are allocated
internationally to accreditation and certification systems [31, 43-45]. In 2006,
a research group in Australia highlighted the complexity of accreditation
program, and challenges related to the implementation of controlled studies
[28]. They proposed a multi-method research design that was followed by a
study of accreditation programs. They found some positive trends that
accreditation programs can help promote professional development, better
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management behavior and some characteristics of organizational culture [46].
Two updated systematic reviews used strong inclusion criteria to review the
literature about the effects of certification and accreditation [44] or external
inspections [47] upon process or clinical outcomes. They only found one and
two studies that met their inclusion criteria, and no strong evidence to reach a
conclusion about the effectiveness of certification or accreditation.

Earlier reviews with broader inclusion criteria report in general inconsistent
findings on the relationships between certification and accreditation programs
and clinical performance and outcomes [48-50]. The reviews showed a positive
trend about the programs’ ability to stimulate improvement work, promote
organizational and cultural change, and change in professional practice
concerned with quality of care. Hinchcliff [50] showed that health care
professionals disagree when it comes to accreditation. Some professionals view
accreditation as effective for development of high-quality organizational
processes and patient safety, while others have concerns about the bureaucratic
burden, the financial and human resources that are required, and the efforts
needed to comply with a large number of standards.

Studies of 89 European hospitals indicate that accreditation and 1SO 9001
certification are positively associated with some quality and safety structures
and hospital outputs such as hospital management, clinical practice, safety,
patient-centeredness and cross-border patient-centeredness. These studies
demonstrated that accreditation has slightly more impact than ISO certification,
but either system is better than none [22, 51] The authors concluded that there
are a need for both internal quality improvement strategies and external control
mechanisms in hospitals, and indicate that certification and accreditation are
better than no external assessments. The EU project DUQUE with data from 73
European hospitals studied the relationship between ISO 9000 certification,
healthcare accreditation and quality management. The researchers concluded
that accreditation and certification were positively associated with clinical
leadership, systems for patient safety and clinical review, but not with clinical
practice [52]. Another study has shown that accreditation is demonstrably
effective for organizational change, increasing social capital, developing
relationships, stimulating cooperation, and nurturing links between healthcare
organizations and other stakeholders [53]. Paccioni [54] showed that the
accreditation process, and especially the initial preparation and self-assessment
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phase, was an important arena for cultural control, one in which
communication, participation, and collaboration about quality efforts
improved.

A Danish nationwide population-based study of compliance with hospital
accreditation and patient mortality showed that admission to fully accredited
hospitals was associated with a lower 30-day mortality risk compared to
admission at partially accredited hospitals [55]. Using an interrupted times
series analysis following one hospital in Abu Dhabi over three years, the
researchers showed that the positive impact of healthcare accreditation on
hospital quality measures was maintained somewhat during the three-year
accreditation cycle, but concluded that more focus on continuous improvement
methods to sustain the positive impact form accreditation was needed, for
instance frequent self-assessments or unannounced external reviews [56]. The
use of unannounced external reviews was recently studied in a nationwide
cluster-randomized controlled trial [57]. No difference between announced and
unannounced surveys in detecting non-compliance with accreditation standards
in hospitals was found.

Earlier studies of external review processes, such as ISO 9001 certification, in
EU countries [58] and certification and accreditation on a global scale, [59]
have showed that there is a need for a more transparent and holistic
accreditation and certification process [58, 254]. Little is known about the
processes and mechanisms that certification and accreditations bodies adopt.
The approaches and methods that auditors use in assessment and verification
processes, such as role repertoire, auditor’s conduct (e.g., inspection or
guidance) and assessment practice are important to investigate [50, 58, 60-62].
It raises questions about reliability and the need for deeper knowledge on how
these practices shape the respective audit processes and outcomes. In external
assessment systems, such as ISO certification, the auditors’ experience,
selection of auditors, training, support, and motivation may influence the
performance, style, and reliability of the auditing (assessment) practices [26,
60, 63-65].

Based on the review of research related to certification and accreditation above,
the next two sections outline the aim and structure of the thesis.
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1.3 The overall aim

There is a lack of evidence that certification and accreditation have a direct
impact on clinical outcomes. Nevertheless, there are many indicators that
certification have fostered organizational change and have positive implications
for quality and safety management. We still know little about why health care
organizations adopt certification, and there is little documented knowledge
about how certification processes unfold and are understood, for example,
about the methods and approaches used by certification bodies, or how health
care managers and professionals view certification in relation to their quality
work. This thesis contributes to fill these knowledge gaps. The aim of this thesis
is therefore to develop knowledge about:

1) External drivers and internal processes in hospital certification

2) The scope, understanding and practice of certification processes and the
certification regime

3) The possible contributions to performance improvement from certification
processes in hospitals.

I will therefore explore the ISO 9001 certification processes from the
perspectives of the hospital, the certification body and the international
standards and guidances for ISO 9001 certification. The research questions (see
3.5) are presented with the analytical working model (figure 6) after a review
of the context of certification and the theoretical foundations of this thesis.

1.4 The structure of the thesis

This thesis consists of two parts. Part | contains 7 chapters that comprise the
main body of the thesis. First the international 1SO 9001 regime is presented
followed by the international and Norwegian context related to policies and
practices of 1SO certification. Then the theoretical foundation is presented
before the objectives, research questions and related working model. Further,
the methodology and findings from the three associated articles are presented,
before discussing the findings and present possible implications. Finally, part |
concludes by revisiting the aim and the research questions and proposing
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possible directions for future research. Part Il presents the three associated
research articles:

Article I:

Article II:

Article I11;

Johannesen, D.T.S., Wiig, S. Why adopt 1SO 9001 certification in
hospitals? A case study of external triggers and sensemaking in an
emergency department in Norway. Saf Health 3, 7 (2017).
https://doi.org/10.1186/s40886-017-0058-5

Johannesen, D.T.S., Wiig, S. Exploring hospital certification
processes from the certification body’s perspective — a qualitative
study. BMC Health Serv Res 20, 242 (2020).
https://doi.org/10.1186/s12913-020-05093-w

Johannesen, D.T.S., Lindge, P.H. & Wiig, S. Certification as
support for resilience? Behind the curtains of a certification body
— a qualitative study. BMC Health Serv Res 20, 730 (2020).
https://doi.org/10.1186/512913-020-05608-5




Introduction

10



ISO 9001 certification, accreditation and health care regulation

2 1SO 9001 certification, accreditation and
health care regulation

2.1 ISO 9001 certification and conformity assessment

The 1SO has published more than 22000 international standards. The best
known is the ISO 9000 series of standards and especially the included ISO 9001
standard. The ISO 9000 series consists of guidelines and requirements
standards related to quality management; it is developed and maintained by the
ISO Technical Committee TC 176. The ISO 9001 standard for quality
management systems is the only one used for certification. The ISO does not
perform certification activities and does not issue certificates. The ISO,
however, develops, maintains and publishes standards; certification itself is
performed by external certification bodies [33, 66, 67].

The 1SO 9000 series was launched in 1987 and evolved from the UK's first
management systems quality standard, BS 5750, introduced in 1978. The first
ISO 9000 series of standards was inspired by traditional quality assurance
standards in the manufacturing industry. To make the standard more business-
focused and easier for people outside of the manufacturing industry to
understand, the ISO thoroughly revised the 2000 version of the ISO 9000 family
of standards, reducing the set of certification standards from three to one, the
ISO 9001:2000 Quality management system - requirements, and introducing
quality management principles and a process approach to quality management.
The principles were inspired by influential quality gurus such as Deming, Juran,
and Ishikawa. The shift in focus from quality assurance to quality management
also became a shift from hard engineering-based requirements to softer more
abstract requirements, such as management commitment and employee
awareness. Even though the new requirements were more in line with modern
thinking of organizational management, they were also more challenging to
audit than the more prescriptive requirements in earlier versions of the 1SO
9000 standards. The process approach and the fundamental principles to quality
management have followed later revisions of the 1SO 9001 standard [33, 68,
69].

11



ISO 9001 certification, accreditation and health care regulation

ISO 9001 Certification is a third-party attestation of the managements system
in an organization, indicating that it fulfills the requirements in the 1SO 9001
standard for quality management systems [70, 71]. Certification in this
perspective is a conformity assessment activity or certification audit performed
by a disinterested body that is independent of the organization being certified
[71]. If the organization demonstrates conformity with ISO 9001, the
organization will receive a certificate of conformity. The certificate assures
customers or recipients of services from the organization that they can expect
reliable provision of products or services [33, 69]. Certification bodies and
auditors should strive to build confidence and trust through a practice rooted in
impartiality, competent assessments, and decisions based on objective evidence
[35]. The ISO 9001 standard does not prescribe performance requirements.
Rather, it proposes generic requirements for structures and systems that enable
originations to formalize production or service processes, and to continuously
monitor, document and improve its efficiency based on customer (patients)
requirements and legal regulations [72, 73]. When ISO 9001 is used in the
production industry, an important argument for adopting the standard is to
ensure an organization’s ability to provide products that fulfil customers’ needs
and requirements and to meet additional statutory and regulatory requirements
[74]. When used in service organizations like health care services, it must also
focus on customers’ (patients’) safety and risks, because high-quality services
within health care must involve safe practice and safe environments [73, 75-
77]. A certification program has a three-year audit cycle: the initial certification
process, two shorter surveillance audits over the next two years, and then
recertification in the third [35].

To earn public confidence in the certification process, certification bodies may
demonstrate their competence to carry out third-party certification processes by
becoming accredited. When an accredited certification body performs
certifications, it is sometimes termed an “accredited certification” (figure 1).
Requirements for certification bodies are defined in ISO/IEC 17021-1
Conformity assessment. Requirements for bodies providing audit and
certification of management systems. Part 1: Requirements [70], developed by
the 1SO Policy Committee for Conformity Assessment (ISO/CASCO). The
standard sets the requirements for the certification bodies’ system, process and
practices related to 1SO 9001 certification. The standard is based on the core
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principles of impartiality, competence, responsibility, openness,
confidentiality, responsiveness to complaints and risk-based approach. The
process and methods for certification audits of management systems required
in ISO/IEC 17021-1 standard are closely connected to and make references to
the generic guidelines for auditing management systems given in the ISO 19011
standard [78].

There is usually only one recognized accreditation body in each country,
authorized to participate in the multilateral recognition arrangements
coordinated by the International Accreditation Forum’s (IAF) Multilateral
Recognition Arrangement (MLA). An accreditation body that is a signatory of
the IAF MLA is subject to a peer-assessment process based on the requirements
stipulated in the ISO/IEC 17011 Conformity assessment - Requirements for
accreditation bodies accrediting conformity assessment bodies standard, which
is also developed by the ISO/CASCO. In both the ISO 9001 certification
processes and the accreditation of certification bodies processes the 1SO and
IAF have published guidance notes devised by an informal group of experts,
auditors and practitioners. For 1SO 9001 certification the guidance notes are
developed by the 1SO 9001 Auditing Practices Group (APG), with quality
management system (QMS) experts, auditors and practitioners drawn from the
ISO Technical Committee 176 Quality Management and Quality Assurance
(ISO/TC 176) and the International Accreditation Forum (IAF); and the
Accreditation Auditing Practices Group (AAPG) with accreditation experts,
auditors and practitioners, drawn from the I1SO Policy Committee for
Conformity Assessment (ISO/CASCO), the 1ISO Technical Committee 176
Quality Management and Quality Assurance (ISO/TC 176) and the
International Accreditation Forum (1AF).
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Figure 1: The process of accredited ISO 9001 certification and the associated 1SO standards and guidance
notes.

2.2 Hospital certification and accreditation — the
international context and development

In the international context, hospital certification and accreditation are often
referenced interchangeably as external assessment or review systems [21-27]
even though their origin were derived from different sectors; accreditation as a
self-regulatory program developed by the medical profession themselves and
ISO 9001 certification as a quality assurance program derived from the
manufacturing industry. Different forms of external review, assessments or
audit processes seems to be an established part of the health care systems in
more than 70 countries [31].
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Hospital accreditation, derived from the early model in the United States! of the
late 1910s, rapidly spread to Canada and Australia, and could be seen as a
product of the developments in these three countries [32]. The practice was then
emulated around the globe. The accreditation programs were essentially the
same, but their relation to state regulation, funding and health services was
context-dependent. These early accreditation programs started as self- or peer-
assessment programs by the medical community. The development of standards
and monitoring features changed from the 1980s, with the incorporation of
management and quality improvement principles form the “Quality
movement™ [32], such as Total Quality Improvement (TQM) and Continuous
Quality Improvement (CQI). The emphasis on management systems and
processes became incorporated into the standards, and focus shifted from the
original purpose — to protect the medical profession from effects of poor
environments and organizations — to the protection of the patient. These
developments also lead to a change in attempts to increase objectivity in
assessments of compliance to standards, and greater attention to surveyors’
educational roles in assessments [32]. The approaches to external reviews
processes changed from compliance testing according to standards to more
holistic approaches for organizational development and learning [59, 81, 82],
and have continued in later approaches [29, 52].

In 1980 the United Kingdom piloted the first accreditation program in health
care. This was the first of many European governments that considered some
form of accreditation program in health care [81]. However, by 2000 only three
governments were operating their own accreditation program. Accreditation as
an external means of assurance in health care had taken many forms in Europe,
from self-regulation according to externally agreed-upon standards, to
professional review systems, to traditional government inspections. There was
also a turn to quality improvement and away from the assurance of quality of

1'In 1917 the American College of Surgeons started the Hospital Standardization
Program, developing minimum standards for hospitals, followed by on-site inspections.
This program evolved into a joint accreditation programs by different medical
associations in health care [79].

2 The “Quality movement” comprised ideas and practices of new quality improvement
principles, in a range of industries in the United States and around the world in the
1980s and 1990s [80].
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these external means, leading to an increased interest in quality management
approaches such as 1SO 9001 and similar programs [81].

In the 1990s, the International Society for Quality in Health Care (ISQua) was
at the forefront in conferences and consensus processes to align health care
standards and accreditation and certification processes, including 1ISO 9001
certification [83]. Many countries and regions were involved in setting
standards as a basis for assurance activities, often through accreditation or other
external review processes, such as ISO certification. The ISQua has become a
recognized global external review body performing peer-review assessment
and accreditation of different national and international programs. ISQua does
not directly accredit hospitals or health care providers. In January 2019, 1SQua
established the External Evaluation Association (IEEA) as the 1SQua
accrediting body (www.ieea.ch).

In 2003, a global review [59] reported over 30 countries with national
accreditation programs in health care (excluding ISO certifications and other
local and regional external review programs). Their programs ranged from
voluntary to fully government-run. A follow-up review in 2013 reported a
growth in the number of national accreditation programs, even though half of
those programs reported ten years earlier had ended or were least developed.
The review showed increasing interaction with governments and regulators for
programs with long-term sustainability [29]. Fewer than one-third reported a
formal relationship with national accreditation bodies under the 1SO system.
Some hospital accreditation programs have adopted the ISO 9001 requirements
as part om the accreditation program. The best known current program is
arguably the DNV GL NIAHO hospital accreditation program in the U.S.
(www.dnvgl.us), that integrates 1SO 9001 requirements with the Medicare
Conditions of Participation (CoPs) for Hospitals.

2.3 Health care regulation and ISO 9001 certification
in Norway

The regulation of quality and safety for health service providers in Norway is

based on a functional legislation, outlined as enforced self-regulation with

requirements for healthcare services to establish internal control systems [84,
85]. All hospitals, their service and health personnel are subject to supervision
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by the Norwegian Board of Health Supervision (NBHS), through the 18 Offices
of the County Governors. Most supervision of hospitals takes the form of
system audits, whose aim is to ensure and control whether health service is in
compliance with national regulations. The internal control system was stated
by law in 1984 [86]. The legal requirements are not regarded as prescriptions
of performance but confined to what is considered necessary for ensuring sound
professional practice and safety and quality in health services [84]. This means
that hospitals have the latitude to make decisions about their organization and
priorities related to patient treatment, including the authority to instruct hospital
personnel within the limits of legal requirements and their obligation to work
according to sound professional practice [84]. The legal requirements for
internal control systems were inspired by the established acts relating to
working environment and the petroleum sector. When the law was enacted in
1984, the term “self-control” was used. It was a more general requirement,
stating that every health provider should control its own performance, based on
the assumptions for professional self-regulation in medicine and the medical
practice [85, 87].

In 1995, the Norwegian Board of Health Supervision published a national
strategy aimed at establishing systematic quality management in health care
services. The goal was to establish internal control systems in all hospitals by
the year 2000 [88]. In 2001, however, a national audit performed by the NBHS
concluded that hospitals “have not reached the goal of comprehensive and
effective internal control systems/quality systems in health by 2000, as set out
in "National strategy for quality improvement in health care [89, Ch. 7].” It
added that there was a clear and unquestionable need for a statutory regulation
that clarified the law about internal control system. A statutory regulation took
effect in January 2003, the year after a guide for internal control in health and
social services, "How to Keep Your Own House in Order,” was published by
the Norwegian Directorate of Health [90]. The guide explained how the internal
control system could help to increase the safety of clients and patients, and how
internal control has been a valuable management tool in activities that involve
risk. It described internal control as consisting of activities “[...] to ensure that
the organization's tasks are planned, organized, performed and maintained in
accordance with the requirements of the legislation. The main demand is the
requirement for soundness” (p.7). The guide also stated that leaders are
responsible for managing internal controls systems and integrate the system
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into daily practice. In 2007, more than a decade after the internal control regime
was enshrined in the law, a report published by the Norwegian Directorate of
Health [91], made by “people from the field of practice”, described the internal
control as a new area in the health sector. Internal control, quality management
systems and ISO certification were cited as good examples to ensure quality,
especially when it came to continual improvement (p. 20).

In parallel with the challenges of establishing well-functioning internal control
systems in Norway, the early initiatives of ISO 9001 certifications in hospitals
started. In 2002, the Hospital Innlandet HF, Kongsvinger became the first
hospital to be certified according to the ISO 9001:2000 standard [92]. Three
years later, the Eastern Norway Regional Health Authority® adopted the 1SO-
9001 as a guide for all its hospitals, in order to operationalize the internal
control system requirements [93]. It was argued that the lack of follow-up on
the internal control system could relate to “difficult conceptualizations, vague
demands, uncertainties about overall quality management systems and its
advantages" [94]. In 2007, the Norwegian Board of Health Supervision carried
out supervision of 27 emergency departments in the specialist health service in
Norway [95]. The inspectors noted several failures and painted a picture of poor
management, prioritization and patient treatment. The Southern and Eastern
Norway Regional Health Authority and the Norwegian Accreditation (NA)*
followed up on these challenges in 2008 by initiating a pilot project for
certification of emergency wards in Norway according to the 1ISO 9001:2008.
They also developed extended requirements in order to pilot the future
accreditation of emergency departments [96].

The certification initiatives came at a time when the evidence base for
certification and accreditation effects was both called for and questioned [23,
31, 97, 98]. In Norway, the lack of evidence was questioned both among

3 0On 1 June 2007, the Eastern Norway Regional Health Authority and the Southern
Norway Regional Health Authority were merged into the Southern and Eastern Norway
Regional Health Authority. There are now four Regional Health Authorities in Norway.
4 NA is the Norwegian body for accreditation of laboratories and sampling
organizations, certification bodies, inspection bodies, and environmental verifiers
(EMAS). NA represents Norway in the European Co-operation for Accreditation (EA),
the International Laboratory Accreditation Cooperation (ILAC) and the International
Accreditation Forum (IAF). NA is also the Norwegian monitoring body for Good
Laboratory Practice (GLP) inspections, according to OECD's GLP principles.
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researchers at the Norwegian Knowledge Centre for the Health Services [43,
99], in policy development and in debates in the Norwegian parliament [100,
101]. The Norwegian Directorate of Health [102] reported that more hospitals
and wards had started using ISO 9001 certification in regulating their quality
and safety. Such approaches had been used for laboratory and technical
activities in hospitals, but to a very little extent in clinics. The Norwegian
Directorate of Health considered ISO 9001 as useful in following up on the
requirements of internal control regulations, and mentioned that the hospital
Asker and Barum HF had, among others, gained good experience using ISO
certification to operationalize the internal control regulations. However, the
Norwegian Directorate of Health pointed to the lack of evidence and declined
to recommend a mandatory certification or accreditation program.

In 2015, the National Health and Hospital Plan for 20162019 reported, “It is
the Government's goal to introduce a system for quality certification of
hospitals” [103]. This white paper was the first official government policy to
take a stance on the establishment of certification systems in hospitals. The ISO
9001 certification was highlighted since it contained many of the same elements
for quality improvement as internal control regulation.

In January 2017, the regulation on internal control systems [104] was replaced
by the Regulation on Leadership and Quality Improvement in the Health and
Care Services [105]. Both in the regulation and the associated guide from the
Norwegian Directorate of Health [106] internal control concept was
downplayed in favor of leadership and quality improvement. The intention was
to make it clear that internal control was an integrated and natural part of the
organization’s management system. It also illustrates the close connection
between development and application of internal control and quality
management [85]. The structure of the regulation and the guide is based on
Deming's four step (Plan-Do-Check-Act) management approach for control
and continuous improvement of processes and products, which is also the
foundation for the 1ISO 9001 standard [107].
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Figure 2: A simplified illustration of the organization of the health care system in Norway in relation to the
system for accreditation and certification.

There seems to be a general agreement in policies for internal control and
quality management in Norway that the foundational approaches in the 1SO
9001 standard itself follows the same foundational principles and approaches
as laid down in the Norwegian health care regulation. Despite different efforts,
the government has not yet established any mandatory certification programs
for quality management systems in hospitals, and the adoption of ISO 9001
certification is voluntary for health care organizations.

Five (four when data for this thesis were collected) commercial certification
bodies in Norway have the accreditation to perform hospital certification
according to the 1SO 9001 standard [108]. These bodies are accredited to
perform certification by the Norwegian Accreditation (NA), a national body
under the Ministry of Trade, Industry and Fisheries. The Norwegian
Accreditation is a signatory of the IAF MLA agreements related to
accreditation.
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3 Theory

In order to explore external drivers for hospital certification, the understanding
and practice of certification processes, and their possible contribution to
performance improvements this thesis draws on four theoretical perspectives.
Taken together, these perspectives explore certification as an institutional and
organizing construct that unfolds through interaction between inter-
organizational- (macro level) and intra-organizational fields (meso and micro
level). The four theoretical contributions are as follows.

1) The institutional perspective and organizations [1-4, 6, 109-113]. This
perspective helps to see how macro institutional elements (e.g., management
ideas, schemes or regulations) shape or trigger organizations.

2) The sensemaking perspective [114-119] helps to see how people in
organizing activities (e.qg., certification processes) use institutional structures to
give meaning to their actions. Although certification is based on external
control mechanisms, it nevertheless requires internal processes within
organizations.

3) Governance perspectives [3, 5, 10, 13, 16, 34, 120-123] help to see how
organizational accountability and transparency are constructed among external
actors, using standards, modes and methods for information gathering and
behavior modification (e.g., audits and certification), and the organizations are
supposed to give account.

4) Resilience perspective [18, 19, 124-128] helps to explain complex
organizations’ (e.g., hospitals) potential to respond to, readjust or recover from
variability and disruption, and how organizing activities (e.g., external audit)
may shape resilient intra- and inter-organizational performance.

The following chapter outlines the four theoretical perspectives and how they
are interrelated. At the end of the chapter the objectives and research questions
for the thesis are presented along with the analytical working model.
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3.1 Institutional theory and organizations

Organizations are part of institutionalized environments where they meet
socially constructed norms for how organizations should be formed. Meyer and
Rowan [112] describe that institutionalization “[...] involves the process by
which social processes come to take on a rule-like status in social thought and
action. So, for example, the social status of doctor is a highly institutionalized
rule (both normative and cognitive) for managing illness as well as a social role
made up of particular behaviours, relations, and expectations” (p. 341).
Organizations must relate to and incorporate these socially constructed norms
or rationalized myths even if they do not necessarily make organizations more
effective [6, 112]. Socially constructed norms serve as cognitive constraint
upon an organization. This ecological perspective has formed much of the
foundation for what is often considered neoinstitutional theory [113, 129]. In
particular, it is the basis of the assertion that institutions are becoming more
similar (isomorphism), that organizations follow institutional norms
ceremonially, that is, a decoupling between structure and practice, and that
practices are typically taken for granted. Later arguments, both from the authors
themselves [109, 117] and others [113, 130-132] have emphasized that
institutional theories must include both institutional environment and
organizations as institutions, focusing on structures, normative assumptions,
and organizational processes. These arguments on institutional theories
includes both macro- and micro-level perspectives [113], or what has been
described as the inter-organizational and intra-organizational field [110]. Scott
[113] presents a broad definition of institutions in establishing a more coherent
framework for institutions and institutional analysis. He identifies important
analytical elements from organizational and institutional theory,
philosophically substantiated with rational and socially constructed approaches.
Scott’s [113] definition consists of three elements: “Institutions are comprised
of regulatory, normative and cultural-cognitive elements that, together with
associated activities and resources, provide stability and meaning to social life”
(p.48). According to Scott [113] the regulatory element often takes the form of
public regulation. In this sense, it is founded on the rational and instrumental
view of rules, control and sanctions to influence institutional actions. The
normative element is based on systems of values and norms. It encompasses
prescriptive, evaluative and mandatory dimensions that govern how thing
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should be done. The -cultural-cognitive element consists of internally
interpretive and socially constructed processes of social realities that frame
meanings. Organizations will often unconsciously follow these culturally
cognitive aspects of institutions. They form a basis for the legitimacy of
opinions and activities that no one questions.

3.1.1 Organizational fields

The organizational field is a central analytical unit of institutional theory; it has
changed the character and perspective from emphasis on "homogeneity" in and
between organizations to the dynamic processes and change between and
within organizations [4, 110, 113]. The organizational field consists of
institutional systems that motivate and guide actors in their interaction. These
systems may be shaped by institutional logic or socially constructed beliefs,
rules, scripts or schemes that helps to shape the actors' cognition and behavior
[113, 133-136]. Institutional logic emerges as a link between individual
cognition and action and socially constructed practices and rule structures, and
strengthens studies of meanings and change in institutions. When a collective
identity becomes institutionalized, a distinctive institutional logic develops
[136]. Institutional logics can as such be considered as socially constructed
frames that people may use either intentionally or unintentionally to give
meaning to situations [1, 113, 116]. Scott [113] identifies organizational fields
as an intermediate space between individual actors and organizations at the
micro level (intra-organizational) and between organizations and the wider
society at the macro level (inter-organizational level). Organizational fields
(inspired by Gidden’s structuration theory) are seen as simultaneously top-
down and bottom-up processes [113, 117]. Higher-level structures such as
governance both constrain and empower the structures and actions of lower-
level actors, and involve processes such as socialization, translation, diffusion,
authorization and inducements. In contrast, the lower-level actors and
structures simultaneously reproduce and change through processes such as
interpretation, sensemaking, identity construction, conformity, compromise,
avoidance and manipulation [113]. Disruptive events, exogenous shocks or
reconfigurations (e.g., disasters, regulatory changes or changes in everyday
practice) are often entries to engagement in organizational fields [136]. The
organizational fields then become the sites where organizations or people come
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together in sensemaking processes. This thesis builds on the sensemaking
perspective to explore the intra-organizational processes related to certification.

Inter-
Governance structures/institutional environment organizational

fields

Inter- and intra-
Organizations and organizing organizational

fields

Figure 3: Organizational fields in top-down and bottom-up processes for institutional construction and change
[113, 117, inspired by Gidden’s structuration theory]. Higher-level structures constrain or empower structures
and action of the lower level. In contrast, the lower-level actors and structures simultaneously reproduce and
change higher-level structures.

3.2 Sensemaking and interpretation

When organizations adopt organizational ideas, recipes, standards, governance
structures and the like, they are contextualized into local variants through
editing [4] translation [1, 4] and sensemaking [115]. From a sensemaking
perspective, these are organizing processes [115, 116, 118, 119]. The traditional
translation perspective in neo-institutionalism has been described as providing
a limited basis of analysis of dynamic intra-organizational processes of
different departments and actors, due to its focus on interpretation of the
institutionalized organizational idea or structure in itself [117, 137-139]. This
thesis applies a sensemaking perspective to explore actors' collective
interpretation in microprocesses. Different initiatives have been presented to
combine macro- level institutional theory with micro-level sensemaking
processes [114, 140, 141]. It has been argued that organizations seldom begins
their thinking from scratch [114, 116] and therefore can be triggered by
changing or stable institutional environments; micro sensemaking processes
feedstock environmental transformation, institutionalization, or macro social
order [114, 116, 117, 119]. Powell and Colyvas [117] desccribe these as "pulled
down™ and "built up™ entries [117]. A pulled-down entry is associated with the
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way in which elements shape, trigger, and are situated by organizations and
individuals, but with less influence over what happens subsequently [114, 116].
Weber and Glynn [114] proposed three mechanisms to describe how
institutions affect organizational sensemaking: priming, editing, and triggering.

An important issue with sensemaking is the way in which the unintelligible
something becomes an event for organizational actors, and what this event
means. In everyday life the central question is “What's the story here?” [116 p.
410]. Sensemaking emphasizes that the adoption of different management
perspectives or organizational ideas does not follow rational, instrumental
decision-making processes; rather, it is filled with constantly changing
sensemaking processes that assign meaning to changing situations and
outcomes [116, 142]. Sensemaking becomes most pronounced when new
events or processes are perceived as different from previous ones or from what
people had expected. It is often seen when people confront turbulence, change,
crises or exogenous surprises [115, 116, 119, 136]. Weick, Sutcliffe and
Obstfeld [116] are concerned with how people interact with the social
environment in order to give meaning to their actions. They state that “[...]
sensemaking unfolds as a sequence in which people concerned with identity in
the social context of other actors engage ongoing circumstances from which
they extract cues and make plausible sense retrospectively, while enacting more
or less order into those ongoing circumstances” (p. 409). This description
emphasizes the environmental triggers or discrepant set of cues [115] that are
enacted by individuals. Weick define cues as the “minimal sensible structures”
[115] that people perceive. People are then guided by institutional constraints
and earlier scripts, schemes and frames to make sense of the situation.
Thoughts, feelings and intentions, the “intrasubjective meanings,” are merged
into “intersubjective meanings” through conversations. It is a transformation
from “I” to “we” [115, p 71], in which interactions and organizing occur, and
scripts are written. In times of stability, individuals draw on these relative stable
scripts or frames to make sense of situations (“generic subjectivity”). In
contrast, in times of turbulence and change, “old” scripts no longer work. A gap
needs to be filled and an intersubjective or collective sensemaking again
becomes prominent, and people look for reasons to continue or resume their
work. When people look for reasons to continue ““[...] sensemaking is about the
interplay of action and interpretation rather than the influence of evaluation on
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choice” (Weick, et.al., 2005, p. 409). These sensemaking processes is not about
accuracy and truth, but about plausibility. People continually redraft their
stories in their search for meaning, so the stories become more comprehensive
and resilient to criticism, and contain more data. When shared meanings are
created people’s commitments, identity (or capacity [115]) and expectations are
important in mediating sensemaking processes [115, 119]. Commitments
generate explanations to justify action. These can be helpful in ambiguous
situations, but can also create blind spots. Identity is especially important when
it is threatened. In change and crisis, identity or roles are replaced or
transformed and can lead to resistance. A shared identity can therefore become
an anchor for collective sensemaking. Expectations connect with cues and these
expectations then become a filter that either builds confidence about the
situation or constrains action [119].

Weick et al. [116] present a conceptual model for the study of intra-
organizational sensemaking, obtained from Jennings and Greenwood [143]. It
is underpinned by evolutionary principles and reflects how people makes
retrospective interpretations when interacting with the environment. “It
proposes that sensemaking can be treated as reciprocal exchanges between
actors (Enactment) and their environments (Ecological Change) that are made
meaningful (selection) and preserved (Retention)” [116, p. 414] (figure 4).
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Figure 4 Relationships among environmental change, sensemaking and organizing. Adopted from Weick et
al. [116]

Sensemaking takes place by categorizing different perspectives to stabilize and
organize experiences: cognitive categorization. These categories or “labels” are
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socially constructed. Sensemaking and organizations constitute one another
through organizing processes. The organizations themselves do not create
meaning, but the organizations are created through sensemaking.
Communication is therefore central to sensemaking. An important factor in the
study of sensemaking is that intentional actions never lead to intentional
change, because many organizational processes and actions take place at the
same time [116].

3.3 Governance and accountability

Over the past few decades there has been a rise in standardization and
certification practices [29, 144] in health care. This increase is not unique to
health care but part of a general change in the mode of regulation, towards
demands for accountability and transparency, and a shift in theoretical
approaches to regulation and institutional theory [4]. [2-4]. Sahlin and Wedling
[4] emphasize that “focus has shifted from management to regulation, from an
intra-organizational to inter-organizational focus, and from talk of efficiency to
talk of transparency. In general this shift is clearly following the logic of an
audit society [...]” (p. 231). In the audit society [7] external actors, such as
standardization organizations like the ISO and certification bodies, becomes
central to drive standards and schemes, and to control organizations
accordingly. It has led to an expansion of monitoring, assessments and audit
activities [5, 7]. Standards, templates, schemes and external review regimes
follow many of the same institutional dynamics as prototypical organizational
management models, but they also have some distinctive drivers and
implications [4]. Distrust, the first driver, focuses on the need for control and
transparency in order to create trust. At the same time, this results in more
revision, monitoring and regulation. Furthermore, allocation of responsibility
is central. Soft regulation brings responsibility from the state to the
practitioners. This makes the regulation diffuse and complex. The third driver
is the organization’s search for control. When regulation becomes diffuse and
complex, organizations seek ways to control their business. Organizations
becomes active in developing regulatory requirements for control. Some
researchers have described this change as a form of deregulation, due to a
reduction in “hard laws” and directives, and others as re-regulation [5], or de-
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centered or polycentric regulation [12, 145]. Black’s [145] polycentric
definition of regulation is:

sustained and focused attempts to change the behavior of others in order
to address a collective problem or attain an identified end or ends,
usually through a combination of rules or norms and some means for
their implementation and enforcement, which can be legal or non-legal.

This perspective approach regulation as a nonlinear or a dialectic process,
where the regulator and the regulatee depend on each other. What is central in
these “wider” terms of regulation is the transformation of traditional state
regulation into modes of governance [4, 5, 12, 34, 120, 145-147]. From a
governance perspective, regulation includes and is performed by actors and
networks both inside and outside of government. Regulation is often
transnational in structure and includes non-binding soft rules and regulations
such as standards. Such extended views on regulation are present in the
literature on regulation in health care [10, 34] where third-party external review
models are termed as regulatory strategies even though many of these programs
are voluntary and non-state programs. These external review models most often
use standards to communicate requirements and to assess compliance. This
extended view of regulation is relevant to this thesis, since 1SO 9001
certification is defined as a third-party conformity assessment [33], and can be
used as a regulatory means of enforcement by state agencies, expected by the
market or adopted for self-regulation by the organizations themselves.

The shift to soft regulations is not an either/or between the use of hard and soft
laws, but most often a combination of the two [148]. The integration of
standards into a hard and soft law perspective may be depicted in a hierarchical
structure [148]. At the top layer are legal binding rules such as laws, orders and
regulations. These may represent the traditional command and control
perspective, where prescriptive rules are developed and enforced by a
governmental entity. At the middle level are the private organizational
standards that are adopted and enforced by the regulator; and at the bottom level
are other private internal and external organizational standards, social norms
and guidances. Organizations adopt or develop these standards -either
voluntarily, as means of self-regulation of quality and risk management and
“best practices”, or to fulfill functional requirements in regulation and for
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internal control systems [148]. Another way to describe this interrelationship is
by seeing hard regulation as imposed from the top-down perspective and soft
regulations as percolating from the bottom up [148, 149]. In the top-down
perspective, the regulators develop and enforce rules for organizational
compliance or use references to technical standards or professional guidance to
guide or instruct compliance. In the bottom-up perspective, organizational self-
regulation is as described above. The middle zone is where modes of regulation
are combined in a form of co-regulation, typical of regulatory regimes using
functional requirements, or internal control requirements are used as a means
of enforced self-regulation [15] or meta-regulation [34]. Such approaches may
give organizations the freedom to choose different controls in order to fulfill
the requirements. This may be to voluntarily adopt legitimate private standards
for quality and risk management, such as the ISO 9001 standards, voluntarily
adopt certification or other external review schemes to fulfill regulatory
requirements of internal controls, or as a means of self-regulation.

3.3.1 Accountability and responsibility

Hospitals value the autonomy of their professional staff [150] and the
delegation of responsibility for organizations to ensure high-quality
performance. A governance system that emphasizes such values assumes that
health care professionals have the freedom to develop, improve and control the
systems and performance of their organizations. However, in order to reassure
the public, the government and other stakeholders, that the hospitals are doing
what is expected of them, there needs to be a mechanism to develop trust and
to ensure that professional freedom does not become an alternative to
accountability  [120].  Accountability —often encompasses different
characteristics in the governance literature, but standard definitions mention
actors being liable or required to account for their conduct, [120, 145]. Olsen
[151] defines accountability as “being answerable to somebody else, to be
obligated to explain and justify action and inaction—how mandates, authority,
and resources have been applied, with what results, and whether outcomes meet
relevant standards and principles” (p. 2). “Somebody else” from a governance
perspective is usually some actor outside of the organizations, whether this be
the government, the regulator, the public or professional associations. It may
also be a certification body, even though these may be involved in voluntary
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assurance activities. Accountability obligations may be a matter of gaining both
upwards, downwards, and outwards trust [120] (figure 5). Responsibility, on
the other hand, is often treated separately from accountability, referring to the
internal systems of organizations, such as the delegation of management or the
conduct of the organization and management [120, 152]. Responsibility means
that organizations, and their managers are responsible for making sure that what
is expected of them actually are being done. This could entail following up on
requirements in a quality management system. To distinguish, accountability
may rely to the need for some independent oversight and enforcement
mechanism, such as inspectoral bodies in regulation or certification bodies in
certification programs, while responsibility may rely to organizational self-
regulatory strategies [120].

Accountability

Assurance

, Assurance \
R

esponsibility
\ =

Assurance

Accountability Accountability

9JUeINSSY
9JUeINSSY

Assurance

Accountability

Figure 5: Accountability, responsibility and assurance for organizations. The figure illustrates organizational
upwards, downwards and outwards accountability obligations and the associated expectations of assurance,
and responsibility as managing inwards obligations and the associated internal assurance processes. Figure
Adapted from [120]

3.3.2 Control, assurance and control methods

Accountability and responsibility are closely linked to questions of control and
assurance. Regulatory control is related to the methods, systems and processes
that organizations or regulators use to produce the desired performance.
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Assurance is based upon the belief that organizations can account for their
systems, processes and performance. In addition, assurance assumes that an
organization can present itself for external review and originates from auditing
[120, 153].

Control of quality and of risks is often related to cybernetic foundations where
there are three components: standard setting, information gathering and
behavior modification [120, 123, 145]. Implicit in this perspective is the belief
that quality and risk can be influenced [120, 123]. The approaches to
performance improvement for health care organizations, can take the form of
externally imposed and internally generated controls, with the latter being
voluntary adopted [10, 120]. Internal approaches focus on change from within
the organization, like structures, processes, management systems and
measurement tools. External approaches are designed to change the
environment within which an organization operates, in order to improve
organizational behavior. There are blurry boundaries between internal and
external approaches, and external review or control approaches tend to combine
the two [10, 85, 120].

Both the internal and external types of control can be informal/values-based or
objective/formal-based [85, 120]. Both types of control bring together the
organization’s total management system to achieve the organization’s
objectives. The types of control have driven the development of different kinds
of auditing to ensure accountability. The perspective of assurance assumes that
an organization can account for its internal management system and processes,
and submit to external scrutiny [120, 153]. The concept of internal control in a
regulatory context is linked to quality control, quality management and
corporate governance thinking, all of which are often based on the same
management logic [85, 154].

Organizations provide assurance by permitting external scrutiny, but the
responsibility to demonstrate compliance with externally imposed controls or
internal controls may fall inside or outside of the organization. There are two
ways for an organization to provide assurance: by allowing a total review of its
performance, such as in certification audits and inspections, or by conducting
its own audits or inspections while welcoming external assessments of those
audits [120, 153]. Further, organizations can provide assurance either by
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following externally imposed rules, such as regulations and the non-legal ISO
9001 standard, or by setting their own internal rules or professional standards
[17, 85, 120]. Often a combination of internal and external assurance activities
are used, and both are a form of “quality assurance of quality control” [120, p.
33]. A combination of both approaches is used in enforced self-regulation
[155], meta regulation [34, 156, 157] or system- or performance-based
regulations [158].

External assurance assumes that organizations can be assessed and analyzed
objectively to influence organizational behavior. This notion follows rational
or instrumental logics [113] that in everyday regulatory encounters, and in
theories of regulation, have shown themselves highly complex and culturally
dependent [10, 34, 120], especially in fields with strong professions [159, 160].
In health care, regulation is faced with a strong profession where doctors are
involved in internal and external arenas [161]. There are numerous views on
how regulators or external assessment bodies think of the organizational field
they assess, what the crucial objectives are, and how they approach their roles
and functions. The various views include different modes and methods for
information gathering and behavior modification related to assessment
processes (e.g., audits and certification). In regulation theory, these processes
are often related to regulatory enforcement. Two models or strategies of
enforcement have been described [10, 13, 123, 162, 163]: deterrence and
compliance (advise and persuade). These categories are considered as an
orientation towards one or the other, and in practice are often a mixture of both.
In health care, the compliance strategy has been predominant in external
assessments [34]. In recognition of deficiencies in these distinct orientations,
hybrids have been proposed, such as the early tit-for-tat strategy underpinned
by game theory [164] and others, most of which arose from the early theory of
responsive regulation [15].

Motivational characteristic of the regulated organizations, and how these
characteristics are seen by the regulator, are considered important for the
approach or style the regulators choose [10, 13, 165]. Seen as two poles on a
continuum, these organizational characteristics correspond to the deterrence-
compliance orientations and are described as “amoral calculators” [165],
corresponding with the deterrence strategy, and the ‘“organizational
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incompetent” [165] or “good-hearted complier” [10], corresponding with the
compliance strategy.

At the outermost pole of deterrence, the regulator’s energy is devoted to
detecting violations, establishing guilt and penalizing violators [13]. The
regulated organizations are rational actors that respond to rules and incentives.
Repeatedly sanctioning violators will prevent both the violator (specific
deterrence) and others (general deterrence) from reoffending. The proponents
of deterrence see the regulated as amoral calculators [165] where economic
calculation to comply will include whether compliance is required by law or
non-compliance is likely to be detected and penalized. The regulated
organizations are motivated by profit and tend to be willing to break the rules
if they expect to get away with it. Deterrence strategies are legalistic and
regulators make extensive use of formal standards and inspections [10, 13].
Inspectors have a confrontational style, where formal, distant an adversarial
relationship is prominent. Close relationships between the regulator and the
regulated may have undesirable influence on sanctioning processes when there
has been a violation.

The proponents of the compliance [10] or the advice and persuasion strategy
[13] treat organizations as well-intentioned, aiming to do the right things in the
best way. If organizations perform poorly or the regulators detect non-
compliance it is treated as ineffective circumstances or incompetence in the
organizations that requests for regulators that are developmental, supportive
and an advisory in their approach. This also means that there is often a closer
interaction based on mutual trust between the regulators and the organizations.
The threat of enforcement, such as formal sanctions or penalties is used only as
a last resort.

For studies of health care regulation bodies, Walshe [10] has proposed a
framework that focuses on seven characteristics: regulatory organization,
regulatory goals or objectives, scope of regulation, regulatory model, direction,
detection and enforcement. The first four characteristics are aimed at the
environment and the context in which regulation takes place. The remaining
three characteristics are concerned with control methods and the regulatory
process [10, p 32-35]. They are characteristics of a regulatory regime and as
such are important for studying the process and performance of certification.
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Direction relates to the methods used to communicate regulatory requirements
or directions to regulated organizations, such as written standards and
guidelines. The ISO 9001:2015 standard for quality management systems is one
such standard related to certification. Detection consists of the methods used to
measure and monitor the performance of regulated organizations to determine
whether they comply with regulatory requirements or directions. In 1SO 9001
certification this characteristic complies with the formal processes of
conformity assessments and certification audits. The last characteristic,
enforcement, consists of the methods used to persuade, influence or force
regulated organizations to comply with regulatory requirements or directions.
In 1SO 9001 certification, this characteristic is associated with certification
audits, but also to the formal response to non-conformance and issuance of a
certificate of conformity, and the scope of opportunities that auditor has to
adopt in the encounter with the body being audited. Several typologies have
been developed to explain regulatory institutional practice in the regulator-
regulatee encounter, such as the characteristics of the regulated organizations
[165]; regulator’s perception of the regualtee [166]; inspector’s inconsistency
[167]; types of relational signals [168]; and surveyor’s assessment of
explicit/formal and implicit/opportunistic assessment styles [63].

3.4 Resilience

In recent years, the perspective of resilience and resilience engineering [125] in
healthcare has become increasingly important for research and quality and
safety work, and in the forefront among the Nordic perspective [169]. We are
more aware that health care organizations, especially hospitals, are complex
organizations or complex adaptive system (CAS) in which personnel routinely
need to adjust and adapt [170]. In these systems some of the traditional
approaches to quality and safety in hospitals have fallen short. Traditional
approaches to quality and safety have focused on reactive and linear analyses
of the causes and effects of errors. In the resilience literature, errors are not
attributed to a malfunctioning predictable system, but rather to performance
variability, with the acknowledgment that complex adaptive systems cannot be
fully understood [127, 171]. Supporters of resilience therefore stress
development of flexible and adaptable local systems, where local knowledge
and professional judgments are essential for everyday performance. The system
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should be able to perform under both expected and unexpected conditions. It is
a departure from the traditional approach, one in which finding errors or their
causes create safe systems (Safety-1), to one that looks at things that go right
and supports the improvement of performance to build resilience (Safety-11)
[171].

Resilience engineering defines resilience as:

[...] an expression of how people, alone or together, cope with
everyday situations — large or small — by adjusting their performance to
the condition. An organisation’s performance is resilient if it can
function as required under expected and unexpected conditions alike
(changes/disturbances opportunities) [125].

According to this perspective, resilience and organizations are not a matter of
whether an organization can be resilient. Instead, it is a matter of managing or
supporting the potentials for resilient performance [125]. The potentials for
resilient performance are:

1. The potential to respond: the ability to address the actual and know
what to do.

2. The potential to monitor: the ability to address the critical and know
what to look for.

3. The potential to anticipate: the ability to address the potential and know
what to expect.

4. The potential to learn: the ability to address the factual and know what
has happened.

To support the potential for resilient performance, we need to understand the
organizational practice and the distinctions between what happens at the sharp
end and at the blunt end. According to resilience theory, this perspective relates
to the Work-as-Imagine (WAI) and Work-as-Done (WAD) distinction [172,
173]. WAL is the expected environment and situations that the organization will
meet, and the ideal prescriptions (legislation, regulations, guidances, and
standards) that govern how to perform, and what should happen. WAD
describes what actually happens, and the practices that unfold. The resilience
perspective emphasizes that safety development must rely on WAD. Related to
ISO 9001 certification, WAI may represent both the international standards that
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frames certification program and the certification bodies’ perception and
translation of these standards into internal routines. WAD may represent
certification activities in which auditors access and interact with the certified
organizations.

There are extensive perspectives to resilience in a wide range of societal areas
and at different system levels [174-176], but the perspectives of resilience and
of regulation and governance are seldom connected in the literature [18, 19,
175]. Some examples where these perspectives are connected are found in [17,
19, 124, 177]. A resent review found only 12 qualitative studies on how
regulation can facilitate or hamper resilience in health care organizations [178].
The studies included varied in regulatory strategies and contexts, and some did
not include external assessment activities as is comparable to certification
processes. The authors concluded that regulatory activities may facilitate or
promote adaptation, flexibility, anticipation and learning related to resilience,
while the same elements may be hampered if regulation merely aims at
compliance to rules. Most studies on resilience in general in healthcare have
been performed at the intraorganizational level, and hence microlevel [175,
179]. Studies specifically related to the potentials for resilient performance in
health care organizations have been applied to a lesser degree. This might be,
since the complexity of healthcare organizations makes it challenging to define
what factors each potential should attend to [180]. Two recent examples at
intraorganizational level applied the resilience potentials to documents next of
kin as important stakeholders for resilience [181] and to analyze resilience
performance in an emergency department [182].

When exploring resilience in relation to external assessment processes, such as
certification, the potential for resilient performance might be studied from at
least four perspectives:

1. The certification body’s potentials for resilient performance.

2. The certified organizations potentials for resilient performance.

3. The certification process’s support to potentials for resilient
performance of the certified organization.

4. The certification regime’s support to potentials for resilient
performance of healthcare
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This thesis will explore possible aspects of the third and fourth perspective.

3.5 Objectives and research questions

This thesis explores the external drivers and internal organizational processes
in relation to 1SO 9001 certification of an emergency department in a
Norwegian hospital. It also explores the understanding and practice of 1SO
9001 certification processes from the perspective of a certification body, and
the certification approach proposed in international standards and guidances.
Lastly, it explores the contribution the certification approach might make to
resilient performance in the organizations being certified. The three objectives
with their accompanying research questions are examined.

1: To explore external conditions that may catalyze and trigger organizational
change and internal sensemaking processes, that lead to the continuity and
change in favor of 1SO 9001 certification.

i.  How do external environments contribute to an adoption of 1ISO 9001
certification in an emergency department?

ii. How does the local management make sense of the certification
process?

2: To explore the audit practice as perceived and performed in hospital
certification processes in Norway.

iii.  What styles do auditors apply in hospital certification processes?
iv.  How do auditors perceive their role in hospital certification processes?

3: To explore characteristics in approaches to ISO certification and examine
whether these approaches can support resilience in healthcare.

v.  What auditing approach for certification bodies is embedded in
standards and guidance notes for ISO 9001 certification?

vi.  How do managers and auditors of a certification body perceive and
practice the certifications?
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3.6 The analytical working model

To answer the research questions an analytical working model was developed
(figure 6). The model demonstrates the structure of the empirical field and the
theoretical contribution of this thesis. The three research articles have been
added to picture the coverage of each article.

The analytical working model depicts 1SO 9001 certification of hospitals as an
institutional and organizing construct that unfolds through interaction between
certification bodies as part of the inter-organizational field, hospitals at the
inter- and intra-organizational fields and the institutional environment that
constitutes the structure of the ISO 9001 certification regime and other
governance structures. The institutional perspective [1-4, 6, 109-113] shows
how macro institutional elements in the certification regime and other
governance structures shape or trigger hospitals. The sensemaking perspective
[114-119] helps to reveal how emergency department managers and personnel
involved in certification processes use institutional structures from the
certification regime and processes to give meaning to their actions. Governance
perspectives [3, 5, 10, 13, 16, 34, 120-123] help to explore auditors interacting
with auditees using standards and different approaches in certification audits.
Resilience perspectives [18, 19, 124, 126-128, 183] help to explain how ISO
9001 certification processes may shape resilient performance in hospitals.
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Figure 6 Analytical model for the thesis. The blue boxes and arrows include the empirical field in the study.
The red arrows point to the empirical fields and levels studied in the different articles in the thesis.
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4 Methodology

This chapter review and reveals my philosophy of science positioning that
underpins the methodological considerations, choices and actions in this thesis.
Further, it presents the research strategy, research design and the research
process, concluding with reflections on research quality, limitations, ethical
considerations, and choices made in the course of the research.

4.1 Philosophy of science positioning

This thesis is relevant to organizations, organizational performance and the
changes associated with certification. In the study of these fields, the thesis
adopts organizational institutional perspectives, sensemaking perspectives and
governance perspectives. These perspectives assume that organizations and
people do not act in a vacuum or in a rational instrumental way, but develops
in social and institutional environments that both restrict them and provide
opportunities. These perspectives are positioned within or have strong roots in
social constructionist philosophy [129, 184-186] or the paradigm of
constructivism [186, 187]. The perspectives of social constructionism and
social constructivism are often equated [184-186, 188]. Both perspectives hold
the same view on reality as social constructs, but the social constructionism
calls attention to the socially shared meanings developed through social
processes and agreements; social constructivism emphasizes how individuals
develop and assign meaning to social interaction [188]. This thesis follows the
lines of social constructionism.

Social constructionism is multifaceted. For the most radical social
constructionists, reality is not naturally given, but nothing else than social
constructions [184, 188]. It is ontologically relativistic, holding that reality has
no objective existence apart from social interactions. There are also some
milder variants of social constructionism that acknowledge different
perspectives of reality [184, 188]. These are about the interest in and skepticism
of the possibility of objectivity in our perceptions, or variants where the focus
rests on how society is produced and reproduced by shared meanings and
conventions. It means that many constructionists believe that material things,
people, structures, and events in their environment are somehow independent
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of their experience with them [188]. This argument is in line with the position
taken in this study.

The argument that social phenomena are social constructions calls for social
theories about how those constructions come to be, especially from a micro-
macro perspective. Giddens’ theory of structuration has made a fundamental
contribution in this regard [184, 185, 189] and has inspired the institutional,
sensemaking and resilience perspectives used in this thesis. Giddens theorizes
the intermediate social practices or processes that connects the individual and
society, and that constitute the social structures that are produced, reproduced
and changed via these processes. In a wider sense, Giddens explains different
aspects of social phenomena by showing how they are produced or fit into
underlying structures can also be treated as one of the two main variants
posited[189] as structural explanations in social science. The second variant
deals with causal explanations by identifying social structures and mechanism
as causes of social phenomena and holds a naturalist ontology that fits into the
perspectives of critical realism.

Critical realism is often seen as an alternative to social constructionism,
especially its most radical versions [184]. Critical realism seeks to identify and
theorize the real mechanism, that unlike the positivist stance are real but
possibly independent of the researchers’ observation. It then becomes a
counterweight to both social constructionism and positivism; to the former
because it rejects the notion that nothing exists apart from social interaction,
and to the latter because it emphasizes that evidence of the objective reality or
the natural must not be observable. A main distinction is that while critical
realism inquiries emphasize theorizing mechanisms and structures, social
constructionism is concerned with praxis.

The effort of describing epistemological perspectives becomes more apparent
in the critical realist perspective, in order to explain how we can acquire
knowledge about hidden mechanisms, issues of representation, and
generalizations form qualitative inquiries [184, 187]. Inherent in the critical
realist perspective is the epistemological limit of possibilities to perform
experimental closure to arguments [190]. These limits require reflexive
approaches. The epistemological and methodological stance in critical realism
is probably where it coincides with milder variants of social constructionism,
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especially notions about interpretations, and the interpretive perspectives on
how we gain knowledge in qualitative inquiries [184, 190].

Hermeneutic traditions of interpretation focus on theories about understanding
social action rather than the study of physical objects [184, 189-191], and is
involved in all forms of qualitative research [191, 192]. Interpretation is a
representation of the world of human actors. Human actions and social practices
are based upon the meanings of those involved, meanings that must be
interpreted. This might be that those being studied are an active participant,
understand what is going on, act in accordance to ongoing processes, take
opposition and the like [190]. In a classic work, Taylor [193] emphasizes that
meanings cannot be identified except in relation to others and in a field. He
proposes three articulations of meaning. The first is “Meaning is for a subject,”
not for the situation. The second, “meaning is something,” implies that humans
are not separable from situations or actions. Finally, “things only have meaning
in a field.” In other words, meanings must be seen in relation to other meanings
of other things (p. 22). Socialization is therefore fundamental, and meanings
are subjective, but not individualistic; meanings are socially shared, and may
be shaped by a normative and cultural symbolic context. From a social
constructionist perspective, the interpretive practices in processes of inquiries
involve co-constructions among actors, including the enquiry practitioner
[192].

| take a middle point of view in my philosophy of science positioning. | believe
that it is possible to identify mechanisms, patterns, or structures that are real,
and which are fruitful to theorize, such as for the milder versions of the reality-
oriented practitioners of critical realism and the more moderate social
constructionists. | contend that mechanisms, structures, thoughts, and meanings
are not necessarily the truth, but a result of how the truth is constructed. Further,
things and events can exist in the world outside of our human minds, like a car
crashing into a tree. But how we give meaning to this phenomenon, (e.g., if the
car crash is an accident or not) that is a result of social constructions. To social
inquiries, constructions involve rigorous reflective practices [192], whether
they include positivists searching for brute evidence or social constructionists
elucidating practice. This also means that | believe that we can obtain
knowledge of the world from different perspectives.
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The social constructionist tradition, building on a practice-oriented philosophy,
is an important foundation for the exploration of internal processes of hospital
certification, and for the understanding and practice of certification processes.
Further, the study calls for a practice-oriented research strategy and design. The
case study approach is therefore chosen and described in the next sections.

4.2 Research strategy and design

Studying organizational changes means studying the social processes that are
closely connected to the everyday practice of people within an organization.
This study explores ISO 9001 certification processes as practiced and perceived
in hospitals and by certification bodies. For this purpose, a qualitative case
study approach was chosen. Case studies are viewed in different ways in
relation to methodology in social science. Yin [194] proposed case studies as a
research strategy, but later [195, 196] described it as one method among others
— a case study method, while emphasizing rigorous study design. Stake [197,
198] defined the term case study as a way of approaching the field of study or,
in line with Thomas and Myers [199], as a way of designing social research.

In this sense, a case study is defined as a way of designing research about
different phenomena or fields that provide an analytical frame, using different
methodological orientations or research strategies. A case study approach in
exploring the field of certification practices has several notable strengths. For
instance, case studies concern understandings of “how” and “why” questions
[196, 199]. “How” questions are prominent in this study. In addition, case
studies are suitable for praxis- and context-oriented inquiries [196, 198, 199],
that suits the exploration of certification processes. Case studies are also
suitable for the study of complex, multilevel and interconnected systems and
processes [196, 199]. Certification represents intra- and inter-organizational
practices and interfaces, including interactions between internal and external
factors such as hospital personnel interacting with certification auditors. Case
studies are suitable for studying contemporary phenomena [196]. ISO
certifications in health are relatively new in Norway, voluntarily adopted by
organizations to meet the demand for quality and safety. Finally, case studies
in the social sciences are suitable for interpretive methodologies and abductive
research strategies [198, 199], and therefore relevant to the study of
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understanding the actors involved in context-dependent practices such as
certification processes.

The thesis is theory-driven in the sense that the theoretical framework
developed for the case studies guides both data generations, the analyses and
the analytical generalizations [196]. For this reason, the role of theory may be
considered both as a form of theory-building and of theory-testing that can help
raise the results to a conceptual level higher than the specific case [196, 199],
or to generate exemplary knowledge [199].

The case study design for this thesis is presented in table 1 and is based on the
case study approaches of Yin [195, 196], Stake [198], and Thomas and Myers
[199]. The thesis consists of a single case study and a multiple case study [196,
199]. The basis for the selection of the cases and the cases themselves will be
outlined in the next section.
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Table 1. The case study design

Elements in case
study designs

Case study 1
(Article I)

Case study 2
(Articles Il and III)

The certification body

The certification

Case study A certification project in a| An accredited certification body’s approach to hospital ISO
subject hospital emergency 9001 certification
department (a key case)
(a key case)
Unit Unit 1 (article I): Unit 2 (article 11): Unit 3 (article 11):

The certification

interacting with body’s overall approach in
hospitals certification international
approach standards and
guidances

Case study object

To explore external
conditions that may trigger
organizational change and
internal sensemaking
processes in relation to ISO
9001 certification.

Theoretical references:

Organizational
institutionalism

Sensemaking

To explore the audit
practice as perceived
and performed in
hospital certification
processes in Norway.

Theoretical reference:

Surveyor (auditor)
typology model

Regulation/
Governance

To explore characteristics in

Theoretical references:
Regulation/Governance

approaches to ISO certification

Resilience

Examine whether certification approaches can support resilience

in healthcare.

Methodological

Single-case study:

Embedded (multiple units) single-case study:

choices and Retrospective study Snapshot of a current phenomenon
process
Data Initial exploration: 60 hours of non- 9 semi-structured 4 International
sources and | 1 initial exploratory open participant interviews: standards
data interview - Head of observations, and 5 lead auditors related to ISO
collection department 3 semi-structured 4 Managers/ 9001
Documents: Minutes, interviews administrative certification
reports and standards personnel
with 3 lead auditors 55 AAPG and
Main data collection: acting in 3 different Case study data APG
9 semi-structured hospital certification from unit 1: international
interviews audits: 3 lead auditors in guidance notes
Informants: managers, - Clinic for internal 3 different
key personnel and service hospital
external project leader - Full hospital certification
- Emergency audits
Document study department
Documents: project
description, project report,
reports from supervisions,
Guidelines for ISO 9001 in
emergency departments,
minute from evaluation
meeting
Data Narrative analysis Theoretical thematic Theoretical Content analysis
analysis- analysis thematic analysis and thematic
Within - Identify auditor styles | - Identify analysis
cases/units practiced certification - Identify
- Identify auditor's approach certification
certification approach approach

Data
analysis-
AcCross
cases/units

Reflexive comparison to identify discrepancies between
certification approach in Standards (WAI), certification body’s
approach as imagined (WAI) and — practiced (WAD).

46




Methodology

4.3 Case selection

Cases are parameters for the phenomenon under study, often a person, an
organization or an institution, but sometimes also less concrete phenomena like
a project, a process or a culture [196, 198, 199]. For this thesis, two instrumental
[198] or key [199] case subjects were selected. Case 1 was related to an 1SO
9001 certification project in an emergency department, and case 2 was related
to a certification body’s approach to certification processes. The selection of
cases was done in relation to specific objectives, research questions and
theoretical framework for the thesis. Thomas and Myers [199] stress the
distinction between the case study subject and case study object. The former is
the phenomenon or the practical and historical unit that is doing the
“explaining” (the explanans), such as the project in an emergency department
and the certification body’s approach in this thesis. The case subjects set
boundaries for the sources one can consult, such as humans, documents,
statistics, practices, artefact, and time and space of the phenomenon. The case
study object [199] or issue [198] explicates the purpose and the theoretical
framework — the “thing to be explained” (the explanandum) which affect the
further methodological choices and processes for the study (table 1). The two
cases are presented in the following sections.

4.3.1 Case 1. A certification project in an emergency
department

The objective of case 1 was to explore how external conditions influenced
organizational change in relation to the adoption of certification regimes and
certification processes in Norway (case study object). In order to find case study
subjects, different considerations needed to be taken. Hospitals less frequently
adopt 1SO 9001 certification for the first time. In the early stages of the project
it could be difficult to find a certification process to follow in real time, since
no agreements had been reached with a certification body to collect data. I did
not have direct access to information about possible certification processes. In
the early phase of the project | learned of a pilot project related to 1ISO 9001
certifications of two emergency departments in separate hospitals, that had not
previously been certified. These processes seemed worth exploring to meet the
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objectives, and | decided to study these certification process (pilots) in
retrospect [196, 199] if | obtained consent.

The Norwegian Board of Health Supervision (NBHS) in 2007 had carried out
a countrywide supervision of emergency departments (ED) in Norway and
found unacceptable conditions that required the management to take action
[200]. As a direct follow-up the Norwegian Accreditation and one Regional
Health Authority (RHA) initiated a collaborative pilot project to test the use of
ISO 9001 certification to ensure internal control and management systems in
these emergency departments in the spring of 2008. Two EDs were chosen as
voluntary pilots [201], and one of them was included as case 1 in this thesis.
The ED was one of many that had been in non-compliance with countrywide
supervision. They started their project towards certification in the late spring of
2009.

The study of case 1 was designed as a retrospective single-case study, and the
certification process studied ran from autumn 2008 until spring 2012. In order
to explicate the case study objective, a theoretical framework was developed
(see 4.5.1). For explanation building | adopted a narrative approach [202-207]
or storytelling [208] to retrospectively follow sensemaking during the local 1SO
9001 certification process.

To get access, an initial dialog with the head of the clinic responsible for the
emergency department was established to explain my research project and get
consent to perform research. Further, written information about the study and
the process of data collection were sent to the clinic with an agreement to access
the needed data. Both parties signed the agreement. Data was collected through
documents and interviews during the spring and autumn of 2012 (see 4.4).

4.3.2 Case 2: A certification body’s approach to hospital
certification

The objectives of case 2 were to explore 1SO 9001 certification as approached

and practiced by certification bodies and auditors, and to explore whether 1ISO

9001 practices can support resilience in hospitals (case study object). At the
time of the study, four certification bodies were accredited to perform 1SO 9001
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certification in Norway’s hospitals. There were approximately® fewer than five
auditors in each certification body that were qualified to be lead auditors in ISO
9001 certifications in hospitals. | conducted a thorough exploration of one
certification body. A significant concern was the limited timeframe to perform
extensive observations of many auditors interacting with hospitals at the sharp
end of the certification processes. The exploration of auditing practices in a
single certification body was therefore considered more appropriate in terms of
the study objectives. It would also make it possible for me to observe variations
in approaches within one certification body. Such variations of practices were
important since the theoretical framework of resilience was concerned with
discrepancies between what organizations claim to do and what they actually
do (see 4.5.2).

Case 2 was designed as an embedded (multiple units) single-case study [196,
199]. The case study subject was divided into three units: 1) the lead auditors’
interaction with hospitals in certification audits; 2) the certification body’s
perceived approach to certification; and 3) the international standards and
guidances for certification bodies performing certifications. To explore
auditors’ conduct (unit 1) a surveyor typology framework was adopted, and to
study the approach of the certification body a governance and resilience
perspective was adopted (see 4.5.2).

4321 Access and consent

Gaining access and consent to collect data was crucial to explore the
certification practices of a certification body. All certification bodies that are
accredited to perform 1SO 9001 certification in health care in Norway are
commercial organizations that perform certification on commercial premises.
In the early phase of the study | had only secondhand information about
certification bodies that were likely to perform ISO 9001 certification activities
in hospital in the near future. At first, | contacted one of the certification bodies
by telephone and followed up by email with information about the study. In the
first contact they expressed interest in taking part in the study. | was given a

5 Since there were only four certification bodies and because only a few lead auditors
could participate in the study, approximate numbers and profiles are used to protect
confidentiality of the certification body and the anonymity of the auditors included in
the study.
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contact person who was responsible for the organization’s activities in relation
to the certification of management systems. The same contact person followed
the project until the end.

Concerns that were initially discussed with the certification body pertained to
anonymity, confidentiality, sensitivity to commercial interests, consent from
the individual participants and consent from the customers (the certified
organizations) who interacted with auditors during certification audits (see
4.4.2.1). Anonymity and confidentiality were concerns since there were only
four certification bodies and very few lead auditors in each certification body
who were involved in the field of health care certification. A specific concern
at that time was a recent experience in which a master student had gained access
to study their practices, but had been less concerned with confidentiality and
sensitivity to commercial interests, and then drawn conclusions based on
insufficient data. The certification body claimed the right to read manuscripts
before they were published in order to protect the organization’s right to
confidentiality. Both parties signed a written agreement for access to data
collection and protection of confidentiality. The certification body also
stipulated that a study of the approach to certification should include extensive
observations of certification audits and practices, and that the researcher needed
to gain consent from the certified organizations. This view was in line with the
intentions of the study and constituted a proper point of departure.

A half-day meeting at the certification body’s office was held with two
representatives from the certification body, the head of the management system
certification activities and one of the lead auditors performing certification in
hospitals. The objectives for the meeting were for the participants to get
acquainted with each other, to learn about the study project, get an overview of
the certification body’s activities concerning ISO 9001 certification in
hospitals, and to explore opportunities for data collection. The main data
collection took place from autumn 2012 until spring 2013. The next sections
describe the process of data collection and sources.

4.4 Sources and data collection

Supporters of case studies endorse the use of a variety of sources and methods
when studying praxis-oriented and complex social phenomena [196, 198, 199].
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In this thesis a triangulation of sources and data collection methods will
elucidate 1SO 9001 certification practices. Primary data was collected in a
qualitative tradition based on document analysis, interviews and observation
[188, 209]. The term “data collection” in this thesis is synonymous with “data
generation” or “data production” since the practice of interviews and
observations adopted a constructionist approach in which conversations and
dialogic practices are also a form of co-construction of data between the
informants and the researcher [204, 210, 211] and for the study of documents
where data are generated through the researcher’s meaning-making processes
of reading and rereading textual sources [212, 213].

Table 1 summarizes the sources and methods for data collection, and the
following sections will elaborate.

4.4.1 Interviews

Interviews were indispensable to data collection for this thesis. All the
interviews were semi-structured [214] or general [188]. In other words, the
interviews did not follow a strict question-answer format. The topics were listed
in the interview guide (appendix 5,6,7), but the interviews reflected the
importance of narratives in eliciting important institutional practices and
meanings [210, 215, 216]. These narratives became an important part of data
collection, even though telling stories is often seen only as a way of
contextualizing the interview situation or themes, not as a source of scientific
data [204].

Stories and narratives are process-oriented and therefore comprehensible when
studying organizational change and practices [202, 203, 205]. This
understanding underpinned the planning of interviews about certification
processes in the emergency department (case 1) and the certification body (case
2). The interview guides in both case studies consisted of three parts: 1) the
interview subjects’ role, the organization and approaches to quality and safety
work (in the emergency departments) or the 1SO 9001 certification (for the
certification body); 2) the certification process; and 3) 1SO 9001 certification
and regulation in healthcare. Open questions were used, along with bullet points
about related concerns. Questions were also often followed by preplanned or
spontaneous probing questions, to help interview subjects recall and tell more
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detailed stories about their experiences with the ISO certification process.
Examples could be: "Can you recall when you first started to think about
certification and tell me about that?" or, "Can you tell me about the certification
bodies role and their methods?” Typical probing questions were “Who did you
experience was a key actor in the process?” “Did you meet any opposition?”
and “Were there any ‘wake-up calls’?"

441.1 Recruitment and consent to conduct interviews

A clearance for staff interviews was obtained from the hospital and certification
body prior to the interviews. All informants received a written invitation to
participate, followed by a written and oral invitation prior to the recorded
interview. The invitation explained that the interview was part of a research
project, that the results would be used anonymously for analysis and
publication, and that participation was voluntary and could be terminated at any
time. All informants gave oral consent. All interviews were audio recorded and
transcribed verbatim by a professional firm. A written data processor agreement
covering the terms of data storage and confidentiality was signed by the firm
doing the transcriptions before the audio files were forwarded.

4.4.1.2 Interviews in case 1 — Emergency department

An exploratory interview with the head of clinic was conducted in June 2011.
The intention was to get information about the emergency department’s role in
the pilot project and the certification process, to identify process documents to
study, refinement of themes for interviews, and identify informants for
subsequent interviews. The following research interviews took place in the
emergency department in June and August 2012. The interviews lasted from 45
minutes to two hours.

The 12 informants purposefully selected for interviews were:

- Head of department

- 2 heads of section (middle managers in the department)

-3 nurses in the department (possibly included in the process)

-1 health secretary/administrative personnel

- 2 doctors affiliated with the department (involved in the process)

- 2 persons from support departments, such as radiology or laboratory
-1 person from the Quality and Research Department
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After eight interviews were completed, a distinct picture of a key local project
group (the project management) for the certification process emerged. Five of
the eight informants comprised the local project group, and four of them also
belonged to the permanent management of the emergency department. The five
informants in the local project group were Head of Department, Head of
Section, Head of Unit 1, Head of Unit 2, and a Quality Advisor from the Quality
and Research Department, acting as an advisor in the local project group. The
sixth informant was a leader of the regional pilot project for certification of
emergency departments, and an external contact person and advisor for the
local project group. The last two interviews were done with the Head of the
Quality and Research Department and the Head of doctors in the Department
of Internal Medicine. These two interviews produced valuable insights and
confirmation about the actors and the legitimacy of the certification process.

The eight interviews together revealed a distinctive local organizing and
sensemaking process, especially that of the local project (and the management
of the emergency department, since managers were represented in the project
group). The interviews did not reveal any clear indications of people who had
been unintentionally excluded as informants but were part of the local collective
sensemaking process. Therefore, no additional interviews were conducted.

4413 Interviews in case 2 — Certification body

Informants were identified and recruited with assistance from the contact
person at the certification body. Ten informants were initially selected. Five
were key managers and administrative personnel involved in conformity
assessment and system certification activities; five were lead auditors
performing ISO 9001 certification in healthcare.

Nine research interviews were conducted: five with lead auditors and four with
managers and administrative personnel. Three lead auditors had been observed
when practicing hospital certification audits weeks earlier. All the managers
and administrative personnel interviewed had sporadically served as lead
auditors in 1ISO 9001 certification processes, but not necessarily in healthcare.
All interviews were conducted at the certification body’s central office in
connection with a yearly seminar, except one interview that took place by
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telephone. The informant interviewed by telephone was one of the lead auditors
observed earlier. The interviews lasted 45 to 75 minutes.

4.4.2 QObservations

Observations [188, 217] in this thesis were done to explore the certification
body interacting with hospitals in ISO 9001 certification processes (unit 1 in
case study 2). The objective was to explore the certification auditing practices
of the certification body. In dialogue with the certification body, it seemed that
performing observations of the on-site certification audits, following the audit
teams, would be a good way to explore the certification body’s interaction with
the auditee.

The audit teams consisted of two members, one lead auditor, whose conduct
was the focus of this thesis, and one technical expert. The lead auditor is
responsible for planning the audits, coordinating the teams during audits and
communicate and report the final conclusions. The technical expert provides
specific knowledge to the audit team about the organization, processes, or
activities to be audited. All the technical experts in the audit teams observed
were physicians.

4421 Recruitment and consent

The recruitment of auditors to observe was done with the assistance from the
certification body. According to the objectives, the certification body identified
three lead auditors and was the first to ask the auditors to participate in the
study. Each auditor led certification processes in different hospitals. All
members of the three audit teams observed gave oral consent to participate after
receiving written and oral information about the study. In one of the audit teams
the technical expert had not received information about the study in advance.
The process for consent followed the same steps as for interviews as described
in section 4.4.1.1.

All hospital departments or clinics were contacted to get their consent to
observe the interaction of the certification audit team with the hospital. The
certification body’s contact person in the hospital was initially contacted by
phone, and then sent written information about the project and an agreement to
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be signed by management. All parties signed the agreement before observations
began. In the opening meeting® on the first day of the audits, all participants
from the hospital were given oral information about the research project and
observations. | introduced myself and described the study and observations at
the beginning of each assessment meeting. All participants were given the
opportunity to refuse to be observed at any point in the certification process. It
was agreed that if someone did not want to be observed, | would leave and
exclude that part of the audit. None of the personnel declined to be observed.

44272 The selected auditors and observation focus

The first auditor to be observed, auditor 1, had less than one year of experience
but was a lead auditor in training: a lead auditor during the certification audit,
but under the supervision of a senior lead auditor. This was the final stage of
training to become an independent lead auditor. In this certification audit, the
senior auditor observing was also a technical expert in the audit team. Auditor
1 conducted certification audit in a clinic for internal services. The audit lasted
for two days (about 15 hours). The second auditor observed, auditor 2, had 5-
10 years of auditor experience, mainly in healthcare. The auditor conducted
certification audit of a full hospital, lasting three days (about 22 hours). The
third auditor observed, auditor 3, had more than 20 years of auditor experience
in healthcare and other industries. The auditor had previously worked for the
certification body but was now an independent subcontractor who performed
certification audits in an emergency department. The audit lasted for three days
(about 22 hours). Approximately 59 hours of non-participant observations were
conducted.

| followed the three auditors through all on-site audit activities from the opening
until the closing meeting. These activities began with an opening meeting to
introduce the audit team, confirm the audit plan and scope, and to verify the
procedures and communication that would be used. In the next phase,
information related to the audit objectives, scope and criteria was collected and
verified. The audit conclusions were then prepared. Methods of collecting

¢ All certification audits start with an opening meeting where the audit leader informed
the organization being audited about the agenda and process of the auditing activities
and introduced the audit team. The opening meeting is mandatory for everyone
who would be participating in the audit process.
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information included interviews, observation of processes and activities, and
review of documentation and records. Finally, the audit team held a closing
meeting to present and discuss conclusions and non-conformities and agree on
follow-up actions [35, 70, 218, 219]. To observe the interaction with the
auditees, observations centered on the conduct of the lead auditors (team
leaders) during their interviews and conversations (review process) with
representatives from the organization under certification. The observations
focused less on the auditors’ on-site walk-arounds, where they had informal
talks with hospital staff and reviewed physical processes and activities.

Personal notes on the auditor activities | Personal notes on participants’

during observations: activities during observations:
- Questions T L - Answers
- Answers - Questions
- Assessments - Concerns
- Guidance &« - Explain
- Clarification - Show documentations
- Giving suggestions . (procedures, records,
- Notetaking /recording | b efc.)
- Reviewing docurments - Personnel
- References to 1SO 9001 | _ participating
standard sl - Who participates in
what?

Personal notes on special issues related to:

- The two dimensions in the auditor style typology:
questioning (structured - opportunistic) and
recording (written-memory)

- Turning points, surprises and changing situations

- Contextual factors, placement, room, usage of
projector, etc.

Figure 7: Personal fieldnote structure during observations. The arrow represents how notes were taken to
represent a dialog or a two-way interaction: e.g. question — response, concerns — guidance

I usually sat at the table with participants in the audit interview and assessment.
I tended not to enter the conversations. The focus for the observations followed
an observation guide (appendix 9). All personal notes were taken openly and
tried to capture the processes and dialogues between the auditors and
participants (figure 7). Topics covered were interaction and communication,
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methods of interview, personal style and the overall approach between formal
conformity assessments (retrospective focus) and guidance for improvement
(prospective focus). The two dimensions in the auditor style typology,
questioning and recording, guided the observations and note taking [63].

4.4.3 Documentary sources

The documentary sources for this study include governmental reports,
supervision reports and recognized standards that are available to the public, in
addition to internal documents, such as policies, minutes, process documents
and procedures. The I1SO standards that originated in private organizations have
since been made publicly available to purchase. All document sources in this
thesis were purposefully selected [188].

The study of documents takes its point of departure from four analytical
perspectives: 1) the content of documents; 2) the production of documents; 3)
how documents are used by actors and function as a resource; and 4) how
documents are treated as an actor independently of their producers [220, 221].
In this thesis, content, use and function were subject to analysis.

In case study 1, documents were selected to inform the construction of the story
of the certification project in the emergency department. The content of these
documents was subject to analysis. Documents took the form of guidelines,
project description and project report from the Norwegian Accreditation and
the Regional Health Authority, supervision reports from the Norwegian Board
of Health Supervision, and minutes from the evaluation meeting in the
emergency department.

In case study 2, documents were included for the exploration of the certification
bodies approach (case unit 2) in relation to the potentials for resilience. The
documents included were international recognized normative standards and
guidances regulating the certification body’s approach to ISO 9001 certification
regime (see section 2.1). The content, use and function of the documents were
subject to analysis for the following reasons. The content of these international
standards and guidances is intended to constitute the certification bodies’
demands and opportunities in certification processes. The standards and
guidances may also be used by certification bodies as resources when
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developing structures, competences and methods for the purpose of
certification activities. Finally, the international standards and guidances
themselves becomes independent organized entities [222] or actors and brings
different degrees of legitimacy to the processes and practices of 1ISO 9001
certification, and as such may be used by the certification bodies to bring
legitimacy to their decisions and approach in certification processes.

Table 2. Standards and Normative References included in case study 2

ISO/IEC Conformity assessment: Requirements for bodies providing
17021:2011 audit and certification of management systems

ISO/IEC Conformity assessment: VVocabulary and general principles
17000:2004

1ISO 19011: 2011 Guidelines for auditing management systems
ISO/IEC Guide 60 | Conformity assessment: Code of good practice

Documents included in case study 2 were the ISO/IEC 17021:2011 conformity
assessment standard for bodies providing certification of management systems
and three other related standards and normative references (table 2). An
additional 55 international guidance notes offered guidance to conformity
assessments practices and audits in accredited 1ISO 9001 certification, and were
included in the study. The guidance notes were developed by two international
auditing practice groups: the 1SO 9001 Auditing Practices Group (APG) and
the Accreditation Auditing Practices Group (AAPG) (see section 2.1).

4.5 Data analysis

The two cases were analyzed independently. The analytical processes are
presented next.

4.5.1 Analysis case 1 — Emergency department

In case 1 a narrative approach [202-207] or storytelling [208] was used to
retrospectively follow the emergency department’s adaption of 1SO 9001
certification and the ensuing certification process. The narrative approach
makes it possible to demonstrate process characteristics of organizing and
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change [202] and is comprehensive when studying sensemaking processes
[115, 203].

For the analysis process, | used the principles of narrative [223] and
antenarrative’ analysis [207]. To construct the narrated story, | followed the
characteristics of a narrated plot [204, 207, 223], where beginning, middle and
end of the story guide the plot of the narrative. To frame the timeline, a
retrospective reconstruction often starts with outcomes. The guiding outcomes
for this study were the emergency department’s adoption of ISO 9001
certification and the receipt of the certificate.

The first analytical step was to arrange the data elements chronologically and
construct a baseline story. The baseline story was based on the first interview
(interview notes and transcripts) and then modified in an iterative process of
reading and rereading as new interviews and documents came to inform the
story. Rather than treating interviews and documents as constituent parts, |
retrospectively synthesized and configured data into a coherent baseline story.
For example, analysis of documents, such as the project plan and reports,
sketched out processes and contextual elements that when synthesized with
stories from people in the emergency department were weakened, confirmed or
added new perspectives. To work with the stories from informants and
documents | needed to keep in mind that stories of organizational processes
seldom are linear. They are often nonlinear and fragmented; in other words,
antenarratives [207]. The baseline story was treated as an early account of the
initiation and the continuation of the certification process. In the next step of
the analysis | identified elements that contributed to action and outcome [223].
For this purpose, the baseline story was categorized into the analytical
framework of organized sensemaking [116] (figure 8). A further description of
the categories is given in article I, part Il. The categories were used to trace key
elements of the intra-organizational processes of enactment and sensemaking
that contributed to continuity and change in favor of 1ISO 9001 certification in
an organization.

7 Ante means “before,” and is also gambling term. An antenarrative is the stories
preceding the narratives [207]. Narratives add plots and coherence to antenarratives.
Boje [207] sees antenarrative both as being before and a bet (a form of speculation
about events).
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Figure 8: Analytical categories. The analytical categories shown in callouts were used to emphasize the key
elements in the conceptual relationship among enactment, selection, and retention [116]. The figure is
adapted from Jennings and Greenwood [143] and Weick 1979 [116]. Examples from the present case study
are put in parentheses.

The final analytical step was an ongoing construction (writing, categorizing and
rewriting) of the narrative into a temporally patterned whole [223]. To make
the final analysis more transparent, | visualized in brackets the categorization
of the final written narrative. The final narrative is presented in full in article I,
part 1.

4.5.2 Analysis case 2 — Certification body’s approach

The analysis of case 2 were guided by an analytical model (figure 9) related to
the certification body’s approach to ISO 9001 certification. The model
represents the organizational field [110, 113, 224] where the certification
approach materialized as a connection between the key elements in the
resilience perspective: work as imagined and work as done [172, 173].

The model included (A) the international standards (normative references, A)
and guidances for certification bodies and certification processes (Work as
Imagined), (B) the certification bodies’ audit approach as documented and
perceived (Work as Imagined) and (C) their certification practices where
auditors from certification bodies interact with the auditees in the auditing
encounter (Work as Done). Ideally, elements A, B and C were harmonized.
There could be discrepancies among A, B and C, represented in the model as
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possible discrepancies 1, 2 and 3. The model assumed that the certified
organization (auditees) also assessed, from an internal perspective, if their
documented quality management system were consistent with the 1SO 9001
standard.
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Figure 9: Analytical model for the organizational field where ISO 9001 certification processes materialize.

In case 2, data from observation, interviews and documents were subject to
theory-driven thematic analyses. The analyses were theory-driven in the sense
that the main themes explored were identified a priori [225], or as a form of
“theoretical” thematic analysis [226, 227]. For unit 1, an auditor typology
framework [63] was adopted to thematically analyze data to identify auditor
styles. To elucidate the certification body’s certification approach, the broad
opposites of deterrence and compliance approaches to enforcement in
regulation [10, 13] underpinned the applied themes used to analyze and
compare data from all three case units. The opposites were operationalized as
predefined themes: assessing conformity against requirements, focusing on
retrospective auditing practices (inspect and control), and quality improvement
work, focusing on prospective auditing practices (offer guidance, educate,
transfer experiences and give advice). There is no clear distinction between
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deterrence and compliance, but their respective characteristics constitute a
continuum. Neither is there a distinction in the way in which these opposites
materialize in the empirical field. In this thesis the two themes were applied to
explore certification practices (case unit 1), the certification body’s perceived
approach (case unit 2) and the formal international standards and guidances for
certification bodies (case unit 3). A pragmatic and reflexive approach [188,
227] was used for the analysis, drawing attention to the preservation of the
narratives (“stories”) generated from observations, interviews and documents,
rather than the use of strict coding segments of the data. This form of thematic
narrative analysis [227] is applied for the purpose of the thesis’s exploration of
context-dependent practices. Descriptions of the analyses for each case unit are
given in the next sections.

4521 Unit 1 - Auditors

The analysis of auditors’ conduct and perceptions of their interactions with
auditees draw on data from observations of certification audits and interviews
with lead auditors. Already during the observations and the work of making
field notes, ideas about the direction for the analysis occurred and became a
form of data reduction [188, 217], in order to capture central aspects of the
auditors' conduct. Observations were done some weeks before the interviews
and therefore made it possible to ask the auditors about their auditing conduct
and role. Together, the data from the observational field notes and the
transcribed interviews were subjected to thematic analysis [226, 227] of each
of the three auditors.

First, data from observations were categorized according to the two dimensions
in the auditor style typology framework [63]: questioning and recording (figure
10). The two dimensions reflected the auditors’ approach during auditing
meetings, and were employed as the following themes in the analysis: The
questioning dimension was a continuum between (a) a structured- and (b) an
opportunistic questioning approach; the recording dimension was a continuum
between (c) an explicit (written)- and (d) an implicit (memory) recording
approach. The analysis identified the auditors’ conduct that matched or
contradicted with the auditor styles in the framework. Further, data from the
observations were analyzed according to the opposite themes of certification
approaches: (e) assessing conformity against requirements and (f) quality
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improvement work. This analysis of the auditors’ conduct in certification
encounters identified «work as done» in terms of resilience [172].

Second, NVivo 10 was used to explore and thematically analyze the interview
data to reveal the auditors’ perception of their auditing approach. The same
themes were used to analyze data from interviews and data from observations.
Data from the interviews were then related to data from the observations and
compared reflexively to explore whether the auditing style and conduct as
observed were consistent with the auditors' perceived approach. The analysis
was first conducted for each auditor, and then compared across auditors to
highlight similarities and differences.

Then, the results from the auditors’ assessments and the auditees’ own
assessment were matched, discussed and negotiated in the interaction between
auditors and the auditees, to identify non-conformities or areas of improvement.

Recording
dimension

Explicit: Written

The . - The
explorer | » interrogator
o "
Ql-leStIOI:Ilng Opportunistic < P Structured
dimension
The The
discusser questioner
(hypothesized)

Implicit: memory

Figure 10: Auditor style typology adopted from [63]. The interrogator conducts interviews in a formal and
structured question-and-answer manner, and the answers are systematically recorded. The explorer conducts
a more opportunistic interview. The explorer begins with open-ended questions and takes unstructured notes.
The discusser prefers a more interactive interview that is like a conversation and takes unstructured notes
after the interviews. The questioner conducts a structured interview and recordings are conducted implicitly.
The arrows show that the interrogator sporadically used opportunistic questioning, and that the discusser took
unstructured notes after the interviews.
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45.2.2  Unit 2 - Certification body

NVivo 10 was used to thematically analyze [226-228] data from interviews
with managers and auditors from the certification body about their approach to
organize and perform certifications. These were the opposites between (e)
assessing conformity against requirements and (f) quality improvement work.
The analysis focused on the contextual stories that co-constructed the contours
of the certification body’s approach to certification. It was important to be
considerate of the tendency to treat data from interviews more as individual
meanings than as data from observations of practices, where choices are treated
more as a result of social interaction than individual meanings [210, 211]. The
analysis of the perceived approach to certification identified «work as
imagined» in terms of resilience [172].

45.2.3  Unit 3 - International certification standards and guidances

The ISO/IEC 17021:2011 conformity assessment standard, its related
standards, and guidance notes, were analyzed for content [221], by an iterative
process combining content analysis and thematic analysis [228]. The analysis
process included a superficial examination (skimming and summative content
analysis), followed by thorough examination (reading and rereading, reding
concepts in context and thematize) and finally interpretation [228]. The analysis
of standards identified the certification bodies’ scope of opportunities in the
certification encounter, by using the same themes for case units 1 and 2: (e)
assessing conformity against requirements, and (f) quality improvement work.

The guidance notes were explored for concepts by a summative content analysis
[228, 229]. The qualitative research software NVivo 10 were used for the
content analysis. First, a word frequency query was performed, including all
words with a minimum of four letters grouped with stemmed words. This
produced a list of 1800 words. Second, the results were reviewed, and words
that were prospective and related to development work were identified. These
words were guide, utilize, encourage, stimulate, instruct, recommend, suggest,
propose, warn, consult, assist, advice, support, give, and help. Third, the
identified words were used for a text query within all the guidelines. The query
was spread to a broad context within the guidances. Fourth, the results from the
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text query were explored and compared with results from the thematic analysis
of the conformity assessment standards.

The analysis of standards and guidances framing the scope of opportunities for
certification bodies identified «work as imagined» in terms of resilience [125,
173].

45.2.4  Reconciling case units

Finally, a comparison of results from the auditors’ certification practice (WAD,
case unit 1), the certification body’s perceived approach (WAI, case unit 2),
and the certification approach in standards and guidances (WAI, case unit 3)
was done reflexively to look for discrepancies [196] among the case units
(elements A, B and C in the analytical model. (figure 9).

4.6 Research quality - trustworthiness

Criteria for evaluating the quality of research vary by tradition and research
paradigm. Contemporary criteria on qualitative research recognize the validate
interactions and relationships between participants and the researcher [230]. It
means that in order to validate research, democratic stances are becoming more
important than ever for qualitative inquiries. Lincoln and Guba [231] are critical
of the notion that a strict application of traditional criteria for evaluation of
research reveals some absolute truth in social science, while there may be
several accounts of social reality. They have therefore developed four criteria
to achieve trustworthiness in qualitative inquiries: credibility, transferability,
dependability and conformability. These criteria have their counterpart in
criteria for validity and reliability in quantitative research: credibility parallels
internal validity; transferability parallels external validity; dependability
parallels reliability; confirmability parallels objectivity [231]. In the following
sections | describe how these four criteria are addressed to ensure to ensure
quality and trustworthiness of the research project.

4.6.1 Credibility

To enhance credibility means to bring about confidence in the findings by
ensuring that the research is carried out according to recognized research
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practices that bring credibility or truth value within the study [231]. | used
several techniques that have been suggested to enhance credibility, prolonged
engagement in the field: persistent observation, triangulation, peer debriefing,
and member checking [231]. These steps may also influence the information
power of the participants in the study [232], and considerations about sample
size (section 4.6.2).

Engagement in the field of certification was obtained through hours of
observations of certification practices. Several years as an emergency room
nurse have given me an important supplement to prolonged engagement [231]
in the field of study. This contextual experience seemed to add to my credibility
as a researcher when interacting with research participants in the emergency
department, and when performing observations in hospitals. Persistent
observation of the sharp end practices of certification were performed to
explore and understand the interactive processes between auditors and auditees.
To enhance credibility, observations were guided by a theoretical framework,
together with sporadic interaction with the participants observed, in order to
discuss and clarify different aspects of the observations. As mentioned, the
certification body insisted on persistent observations if a researcher was to
explore and understand their practices. The certification body’s support for
observations of their practices seemed important for the positive atmosphere
and interaction with the auditors and access to the places where observations of
interactions with the auditees were taking place. The observations of the sharp
end practices were an important base of understanding when interviewing
members of the certification body. Triangulation was ensured by both data and
method triangulation. Peer debriefing was done by discussing findings with my
supervisors, and by presenting preliminary findings and analysis of different
parts of the project in a PhD seminar, at two international research seminars,
and at two international research conferences (one poster presentation and one
oral abstract presentation). Member checks were performed for all three
articles. Informants received a late draft of each article. For articles | and Il, all
informants had an opportunity to read and respond to analysis and results. For
article 111 the certification body was invited to read and respond to a late draft.
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4.6.2 Transferability

To enhance transferability, the findings and conclusions of the study should be
valuable in other contexts [231]. This means that | needed to provide rich and
detailed descriptions of the context and field studied, so that other readers could
judge the applicability of these findings in other contexts. | have given as much
room as possible to descriptions of contexts and data in each article and
elaborated on the external context in this thesis to increase accessibility. For
example, in article | the narrative of a certification process in an emergency
department presented was highly contextual, while rich in data about the
process, it allows for comparison to processes in other contexts. Further,
theoretical perspectives were used in all articles to guide both data collection
and analysis to strengthen the applicability to other contexts. This technique is
often considered in case studies as theoretical or analytical generalization [196,
199, 233]. Purposeful sampling is another way to enhance transferability [188,
231].

The number of participants in this thesis merits critical scrutiny. According to
the logic of statistical representation and generalizability, the selection is small.
Purposeful samplings were used in this thesis [188, 231] focusing on the
purpose of the study objectives, analytical or theoretical generalization, and
information power [232]. To bring sufficient confidence or information power
to the findings, steps taken in the planning and data collection, such as study
aim, sample specificity, use of theory, quality of dialogue and analysis strategy,
will influence the number of participants needed [232]. Malterud, Siersma and
Guassora state that [232] “Information power indicates that the more
information the sample holds, relevant for the actual study, the lower number
of participants is needed” (p. 1759). Dimensions influencing information power
are aspects of credibility and transferability that were more valuable for the
purpose of this thesis than saturation, which is probably the most frequently
addressed criterion to judge sample size and rigor in qualitative health care
research [234]. An important reason for this was the thesis’s objective to
explore organizations, organizing and organizational approaches related to
certification, embedded in institutional theoretical perspectives. This means
that the number of informants may be limited by organizational structures and
the roles of each informant. Two essential points here are the epistemological
considerations and methodological collectivist stances related to the
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institutional foundation of the study [235, 236]. | hold a social constructionist
epistemology, one with a weak sense of constructionism. This means that |
acknowledge that data collection is a form of data production or co-
construction, while accepting that some interpretations may be viewed as better
than others. Knowledge claims and meanings can and do take place within
different frameworks. Whether or not the meanings coming into being are
coherent is a matter of social interaction and negotiation, both between the
participants and me as a researcher, and between my co-authors and me. As a
researcher, it was important for me to bear in mind that meanings may be results
of the informants’ experiences from social interactions. Researchers tend to
treat answers from interview informants more as individual meanings than as
results from observations in which the researcher observes the actual context
and treats conversations more as a result of social interaction [210, 211]. In this
study observations made an important contribution to understanding that the
auditing practices expressed during interviews were a result of highly dynamic
interactions between auditors and the auditees.

When studying institutions and social processes in this thesis | needed to
consider most of the positions that were related to the system and contexts |
was studying. For example, when studying how the local management of an
emergency department made sense of a certification process, | realized that the
certification process was closely connected to a local project group established
for the certification project. | therefore had to take into account that some
informants at least had two formal positions that were essential for the process
being studied: being a manager and being a member of the project group. |
encountered another example when exploring a certification body’s approach
to certification. Two managers, who sporadically acted as lead auditors,
differed in their answers to questions about their certification practices; one
spoke from its own experiences with the sharp end auditing practice, and the
other more generally about how an auditor (should) act in accordance with the
certification bodies’ internal procedures. | therefore needed to ensure that the
interview subjects were activated to bring richer descriptions, instead of
passively answering questions in the traditional way [236]. The positions
represented in the system, and the possible subject positions expressed during
the interviews, were therefore more important than counting the single
embodied individual. Either because each subject position brings different
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perspectives to the topic, or just because all individuals in an organization or
department management actually are included. The applied theoretical
perspective, the specificity of the key informants and the strong dialogue
searching for rich descriptions during interviews enhanced the information
power [232] in this thesis.

To enhance the transferability of the small selection of the three auditors
observed in case 2, a purposeful sample of auditors from one certification body
was chosen. Selecting auditors from the same certification body increases the
information power more [232] than would selecting three random auditors from
different certification bodies. It makes it possible, to some extent, to argue about
the approach to 1SO 9001 certification performed by a certification body.

4.6.3 Dependability

To enhance dependability, consistency of the research process, stability over
time and the possibility to repeat the study are proposed features [231].
Dependability is closely linked to credibility. If the research strategy and design
are considered suitable, then dependability would be established through a
consistent and thorough follow-up throughout the research process. Techniques
to establish dependability may be triangulation, stepwise replication and
inquiry audits [231]. For this thesis, dependability was strengthened by
triangulating data sources and methods, such as interviews, observations and
documents study. For example, the auditing processes explored by both
observations and interviews gave consistent findings of the auditors’ approach
to certification processes. Consistency and replication were enhanced by a
repeated use of interview- and observation guides. The technique of inquiry
audits is a form of external audit of the research process and results that also
enhance the criterion of conformability [231]. External audits assume that the
research process is recorded and possible to review, such as records of
interviews, fieldwork notes, interview transcripts, data analysis and decisions.
For this study the project proposal, interview transcripts, fieldwork notes and
data analysis records were kept during the research process available for
external scrutiny and for supervisors. All interviews, interview transcripts and
guidance notes for certification bodies performing 1ISO 9001 certifications were
transferred to NVivo 10 for recording and analysis. No independent external
audit of the research project as a whole (as intended by Lincoln and Guba [231])
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has been performed, but my supervisors have followed my research process
throughout the project period and co-written all the articles. All articles have
also been peer-reviewed by international journals, where article | and Il are
published and article 11l are in review after a second revision. In addition, as
described for the criterion of credibility, different parts of the project have been
made available for scrutiny in research seminars and international research
conferences.

4.6.4 Confirmability

Confirmability is the neutrality of the research and the making explicit of
possible researcher biases, such as different subjective motivations and interests
for me [231]. This to say, full objectivity is impossible in social research and
hence necessitates the interpretive approach. A confirmability audit [231] is a
form of external review as described for dependability, that may help to prevent
unnecessary biases that hinder findings, interpretations and conclusions from
being thoroughly supported by the data. In my study, feedback from supervisors
and research seminars led to reassessments and stronger findings. Thick
descriptions and a thorough recording (audit trials) of my research process as
described for dependability, has been important in facilitating feedback from
supervisors and peers.

4.7 Ethical considerations

The PhD study underpinning this thesis was funded by the Ministry of
Education and Research in Norway and conducted with the approval of the
Norwegian Social Science Data Services (Project No. 27543, see appendix 1).
The study did not involve patients, patient information or next-of-kin and was
therefore not obliged to seek approval from the Regional Committees for
Medical and Health Research Ethics. Ethical considerations related to
information and consent-seeking activities needed to be taken for the individual
research participants, hospitals and the certification body involved in the study.
These activities are described in more detail in sections 4.4. A data processing
agreement under the Personal Data Act was signed with the company
transcribing research interviews. To ensure ethical expectations for this thesis,
I identified and reflected upon ethical issues [188] as part of the research work.
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In the following | present some of the ethical dilemmas that needed special
attention.

4.7.1 Entering the empirical field - dilemmas

Matters of concern involved in all entries into the field are the negotiation with
gatekeepers and physically entering the field [188]. The first ethical dilemma
was to balance strategic negotiations with protecting the integrity of the study,
when interacting with those controlling the entry to the certification body and
hospitals. For me this involved establishing trust and rapport with the
organizations involved (see also section 4.6.1 credibility). | therefore met with
representatives of the hospital in case 1 and of the certification body in case 2
several weeks in advance of data collection. In these meetings | presented the
objectives and relevance of the study, we discussed possibilities for data
collection and how information and results would be treated, protected and
reported. | obtained signed written agreements from all organizations involved
in data collection (see appendix 2 for an example). The certification body
claimed the right to read my work and if necessary, remove business-sensitive
information before I published it. They also claimed the right to remove specific
statements from informants if these were not in agreement with what the
informants had tried to express, or if statements were not in agreement with the
certification body’s policy. After consultation with my supervisor | accepted
these terms. This is a commercial industry that has been difficult for researchers
to get access to. In dialogue with the certification body it became clear that any
conclusions made by this thesis should be attributed to the researchers.

Two ethical dilemmas needed special attention during my observations in the
hospitals. The first arose from my presence in certification auditing meetings
with hospital personnel. The auditors had been informed and had given their
consent in advance of observation. The dilemma was how to ensure that all
meeting participants knew about my presence as a researcher, that they
consented to my presence and were confident that the confidentiality of
whatever they discussed during the audit meetings would be protected (See
chapter 4.4.2).

The second dilemma was how to be present in hospitals but not in clinical
settings where patients were being treated. The audit activities observed did not
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allow auditors to observe clinical practices. All transfers and walk-arounds in
the hospital took place in corridors and rooms reserved for personnel and
visitors. | did not enter clinical settings where patients were being treated. In
one hospital | sign a declaration of confidentiality before doing observations.

4.7.2 Research participants - Proper information,
voluntary participation and confidentiality

Research within organizations with limited participants raised two central
dilemmas. The first was to safeguard confidentiality internally in the
organization while reporting findings. The second dilemma was to ensure
voluntary participation while using managers to recruit participants. | needed
to ensure that participants were properly informed about the study and their
voluntary participation before, during and after data collection. Another
strategy to strengthen informed voluntary participation was to let all informants
read a late draft of articles I and 11. One quote was removed from the manuscript
in response to concerns from informants. The interpretations of the findings in
the manuscript were not affected.

Special considerations were taken for case unit 1 (article 1) where only three
participants (lead auditors) were observed and interviewed. The auditors risked
having their conduct during the audit revealed to their employer when the
research was published. To ensure that they saw how they were represented in
the results and had the option of withdrawing from the study, each auditor was
allowed to review a late draft of the manuscript that showed the results only
from their own contribution. Only after all the auditors had given their response,
was the full manuscript sent to the certification body.
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5 Findings

To fill the knowledge gaps related to certification in health care, this thesis
develops knowledge about external drivers and internal processes in hospitals
certification, the scope, understanding and practice of certification processes
and the possible contributions to performance improvement from certification
processes in hospitals. | therefore explored 1SO 9001 certification processes
from the perspectives of a hospital, a certification body, and the international
standards and guidances. Table 3 demonstrates how the three articles contribute
to the aim of the thesis.

Table 3: The connection between the thesis’s articles, the empirical perspectives to ISO 9001 certification

processes and the elements in the aim of the thesis. The parentheses represent a weak or an indirect connection
to the theme in the aim.

Elements in the aim Contributing Empirical perspectives
articles
External drivers and I (and 1) - Emergency department in a
internal processes in hospital
hospital certification - (Certification body — auditors)
Scope, understanding I, Il (and 1) - Certification body — managers
and practice of and auditors
certification processes - International standards and
guidances
- (Emergency department in a
hospital)
Possible contributions to | 111 (I and 1) - Certification body — managers
performance and auditors
improvement from - International standards and
certification processes guidances
- (Emergency department in a
hospital)

This chapter describes what research questions are addressed in each article,
summarizes the findings, and discusses the articles’ relationship and connection
to the aim of the study.
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5.1 Summary and findings in article |

The first article is titled, “Why adopt ISO 9001 certification in hospitals? A
case study of external triggers and sensemaking in an emergency department in
Norway.” The research objective was to explore external conditions that may
catalyze and trigger organizational change and internal sensemaking processes,
that lead to continuity and change in favor of 1SO 9001 quality management
system certification. The following research questions were addressed:

i.  How do external environments contribute to an adoption of 1ISO 9001
certification in an emergency department?

ii. How does the local management make sense of the certification
process?

An explanatory retrospective single-case design, using a narrative approach,
was used to follow a first-time 1SO 9001 certification process in an emergency
department in a Norwegian hospital. The study applied a sensemaking
framework [114-116] to explore the local managements sensemaking process
towards certification.

The article shows that the initial adoption of the ISO 9001 certification did not
follow a comprehensive decision-making process in the emergency department.
Nevertheless, the management experienced much help from the certification
process on how to improve and started to work differently towards their quality
management systems. The process was experienced more as guidance than as
control. The certification auditors created confidence with their ability to
identify salient improvement points, transfer experiences, and bring expert
knowledge on systems and change processes.

Four external triggers initiated the adoption, continuation and change in favor
of 1SO 9001 certification. The first two triggers (nonconformities and regional
certification project participation) were situationally specific and present
initially in the adoption process. The last two triggers were institutional [114],
derived from perceived ambiguities in relative stable institutional structures
(internal control regulation and 1SO 9001 certification), that enabled the
organization’s own search for control.

74



Findings

The first situationally specific trigger was the nonconformities received from a
countrywide supervision conducted by the Norwegian Board of Health
Supervision. The supervision concluded that inadequate management and
leadership interfered with the day-to-day running of Norwegian emergency
departments; the emergency department studied in the article received two
nonconformities from the supervision. This external disruption visualized
longstanding organizational challenges in the emergency department that
threatened the managers’ shared identity. A search for meaning of the
challenges became prominent. The second situationally specific trigger was the
occasional possibility for help by an externally initiated pilot project for ISO
9001 certification of emergency departments. Taking part became a quick and
plausible solution for the emergency department that would lead to immediate
actions and thereby reduce uncertainty.

The first institutional trigger consisted of the stable institutional structures
inherent in the internal control regulation for healthcare organizations in
Norway. The project for certification of emergency departments intended to use
certification as a mean to operationalize the regulatory requirements for internal
control. The scope of the requirements was wide and challenging to
operationalize in healthcare. The requirements became ambiguous for the
emergency department, and the work on concretizing the requirements set in
motion important sensemaking processes around continuity and change
towards developing a proper local internal control system as part of the
certification process.

The second institutional trigger was the implementation of ISO 9001
certification. The ISO 9001 standard consisted of general and unfamiliar
concepts and systems that prompted the emergency department to find ways to
translate and contextualize these ambiguities, in their efforts to make sense of
the standard. Seeing the 1SO standard as a trigger relates to the same
institutional mechanism as the former trigger. What was different about the
institution of I1SO 9001 certification was that it involved external auditing
process and therefore integrated direct feedback on progress during change
processes. Direct feedback or external assessments were acknowledged by the
emergency department as useful for improvement.
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5.2 Summary and findings in article Il

The title of the second article is “Exploring hospital certification processes from
the certification body's perspective: a qualitative study.” Its research objective
was to explore the audit practice as perceived and performed in hospital
certification processes in Norway. The article addressed the following research
questions:

iii.  What styles do auditors apply in hospital certification processes?
iv.  How do auditors perceive their role in hospital certification processes?

To explore auditors’ practices, a qualitative explorative single embedded case
study was performed by observing and interviewing three lead auditors, all
from the same certification body, in three different 1ISO 9001 certification audits
in Norwegian hospitals. The role repertoires and conducts identified were
analyzed according to a surveyor (equivalent with auditor) styles typology
framework [63], defining the auditor conduct within two dimensions, the
questioning dimension (structured vs. opportunistic), and the recording
dimension (explicit: written vs. implicit: memory).

Two distinct auditor styles — the “explorer” and the “discusser” — were
identified in the three auditors during certification audits. Both styles are
characterized by their preference for an opportunistic and less structured type
of interview practice. One of the auditors was more likely to turn to a more
direct and closed type of questioning than the others during audit interviews.
Two auditors used a template to guide their interview according to the
normative 1SO 9001 standard, but none used structured preplanned questions.
There were significant differences in how the auditors recorded the interview
results. Two auditors took detailed written notes during the interview —- one
more frequently than the other. The third auditor only wrote down a few words
occasionally and was more oriented to the opposite side of the recording
dimension — implicit note taking. All the auditors perceived both assessment of
conformity to the 1SO 9001 standard and guidance for improvement, without
giving specific advice, as embedded parts of certification audits.

Taken together, the findings demonstrated a multifaceted certification reality in
which guidance and stimulation for improvement were incorporated to the
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assessment processes. All three auditors adopted a guiding approach (e.g.,
reflections on findings, stimulating improvements, transferring experiences
form other hospitals) rather than a highly inspectoral manner when interacting
with the auditees. The use of group interviews instead of individual interviews
during certification audits was the rule of the auditors’ practice.

5.3 Summary and findings in article Ill

The title of the third article is “Certification as support for resilience. Behind
the curtains of a certification body — a case study.” The research objective for
this study was to explore whether 1ISO 9001 certification can support resilience
in healthcare, by looking at characteristics in the objectives and methods of
certification. This article was concerned with certification processes from the
certification bodies’ perspective embedded in the ISO 9001 certification
regime, and addressed the following research questions:

v.  What auditing approach for certification bodies is embedded in
standards and guidance notes for ISO 9001 certification?

vi.  How do managers and auditors of a certification body perceive and
practice the certifications?

One of Norway’s four certification bodies in healthcare was studied, using an
explorative embedded single-case design. The study relied on data from the
international standards and associated guidance notes for certification bodies,
observations and interviews. Results were discussed in relation to perspectives
of potential for resilient performance [125].

The findings show that the international standards and guidances for
certification bodies performing ISO 9001 certifications embed an elasticity
from the formal and consistent assessments identifying possible non-
conformities toward appeals to holistic approaches enabling recognition of
opportunities for improvement, the provision of generic solutions, and the
sharing of best practices. The auditing standards’ proportions of structure and
system requirements for certification bodies were more extensive than the
description of methods defining how auditors should conduct the on-site
certification audits (e.g., especially methods to collect and analyze information
and interact with the certified organization). This left auditors a great deal of
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latitude to “translate” requirements and navigate their auditing strategy in their
interaction with the auditees. A comparable picture was found in the
certification body’s approach, where the structure and management system
established to control and perform reliable certifications were formalized to a
greater extent than the sharp end practices of auditors.

Findings in the article further showed that members of the certification body
perceived and practiced a holistic approach to certification auditing and were
concerned with improvement and to add value to the certified organization.
Auditors in the sharp end used opportunities to share knowledge and make
guidance and empowered local improvement initiatives as an implicit part of
their assessment practice.

The article identified characteristics of the institution and process of 1SO 9001
certification that might support resilient performance in healthcare by nurturing
the potential to respond and learn. The potential to respond related to the way
in which the certification body practiced guidance to healthcare organizations
to reduce their extent and complexity of procedures and prescriptions, and
rather focus on the functionality and appropriateness for those working in the
sharp end. The potential to learn related both to the possibility for holistic and
developmental certification approaches, and the centralization of knowledge
that certification bodies are in possession of and might spread across healthcare
organizations.

5.4 Relationships among the articles

The results from the articles have contributed to address different elements in
the overarching aim of the thesis (table 3) in the following ways. Articles | and
Il contribute to findings related to the external drivers and internal processes
in hospitals certification. Article | identified the situational and institutional
external triggers that contributed to the adoption and continuation of
certification in an emergency department. Article I illustrate that the interaction
with auditors was an important driver of the ongoing process towards
certification. It was clear that the emergency department management
acknowledged the auditors’ approach to improving systems and providing
guidance. Findings in article 1l underpin the perceptions of the emergency
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department and show that an integrated approach to assessment and guidance
were an intended practice for auditors towards certification processes.

Articles Il and 11, and to a lesser extent article I contribute to findings related
to the scope, understanding and practice of certification processes. Article 11l
shows that 1SO 9001 certification integrates possibilities for a holistic
certification approach. Both the standards and guidances for certification and
the understanding of the certification body (article 111) and the sharp end
practice of certification audits (article 11) emphasize added value for the
certified organizations as an integrated part of certification. To do this, the
results show that both sharing experiences and guidance in parallel with
assessments should be within the scope of certification. Article I indirectly
confirms that the holistic certification process might add value. The
management in the emergency department reported that the feedback from the
certification body was valuable in changing and improving their systems. The
management’s attitude changed during the certification process,
acknowledging external assessment of their quality management systems, both
internal (performed by internal auditors) and external assessment performed by
certification bodies.

Article 11l identifies elements that may give possible contributions to
performance improvement from certification processes, in terms of resilient
performance. Articles Il and Il mentioned a certification approach from the
certification body’s perspective that integrated guidance to healthcare
organizations to reduce complexity of prescriptions and focus on the
functionality and appropriateness, and as such may support the potential to
respond. Results in article | report that the emergency department started to
work differently towards improvement and quality management systems,
which may demonstrate the certification process’s support for resilient
performance. The results across papers demonstrated a holistic certification
processes, where transfer of experiences from other health care organizations
or sectors were part of auditing practices and acknowledged by the certified
organization. This might support discussions about the certification processes’
support for the potential to learn within and across healthcare organizations.
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6 Discussion

In this chapter I will discuss the main findings of the thesis and describe the
possible contributions to research and practice. Discussion of the findings are
organized according to the three elements in the central aim of this thesis: 1)
findings related to the external drivers and internal processes in hospital
certification; 2) findings related to the scope, understanding and practice of
certification processes; and 3) findings related to the possible contributions to
performance improvement from certification processes.

6.1 External drivers and internal processes in
hospital certification

Hospital certification and external assessment processes have been a contested
domain, because the evidence of the effects upon recognized clinical outcomes
is scarce [31, 43-45]. Despite this, more evidence is giving positive results
regarding the effects upon organizational structures, cultures, change and
performance associated with quality and patient safety [22, 46, 48-53, 55, 237].
This rising evidence base for intra-organizational performance improvement
makes the idea of certification as a means to ensure quality and safety in
hospitals more relevant.

6.1.1 The institutional environment - Three drivers for
hospital certification

Findings in case 1 disclosed the Regional Health Authority’s initiative for
external assessment and 1SO 9001 certification of emergency departments. This
initiative mirrors the general shift in modes of regulations towards governance,
and the expansion of external assessments and audit activities in general [2-4,
7, 145] and in healthcare [20, 29, 34]. Three inter-organizational institutional
drivers and implications have been described in the literature for this general
shift: “Distrust, allocation of responsibility, and [organizations'] search for
control [4, p.233].” Similarities identified among these institutional drivers in
the wider society and findings in case 1 made it possible to extend the
discussion of drivers for hospital certification in this thesis.
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Distrust focuses on the need for control and transparency to create trust. At the
same time these dynamics often lead to more revision, monitoring and
regulation [4, 5, 7]. Findings in case 1 indicates that distrust may have been the
driving force for the Regional Health authority for more external assessment
and monitoring. The regional improvement project introduced external
assessment and I1SO 9001 certification to be tested as an external mean to
ensure, improve and operationalize internal control regulation and quality
management in emergency departments. The initiative was a response to the
poor performance of emergency departments found by a national supervision
[200], and a response to the well-known lack of follow-up on the statutory
regulations to establish internal control systems for quality and safety in
hospitals [89, 91, 94]. The regional project considered correspondence between
internal control regulation and the ISO 9001 standard. Such correspondence has
been proposed elsewhere in the Norwegian context [94, 100, 238]. Further, the
ISO 9001 standard had already been adopted by a Regional Health Authority
as guidance for hospitals to ensure internal control [93].

The project for testing of 1ISO 9001 certification as a means of assurance and
improvement can be explained as a search for control with the performance of
the emergency departments in their region. As a driver, a search for control of
performance becomes evident when regulations are diffuse, complex and
difficult to operationalize [4, 5, 145], such as in soft regulations [5, 148], and
the internal control regulation in Norway.

What is noteworthy is that the implication for the regional health authority, in
its search for control of performance, mirrors the third driver: the allocation of
responsibility [4]. The regional health authority hardened the incentives to
follow up on internal control and quality management, by introducing a non-
governmental third-party actor for ISO 9001 certification, to ensure quality and
safety. Such an allocation of assurance activities transforms traditional
“hierarchist” regulations within governments [239] into networked escalation,
by widening to the regulatory capabilities of other actors [163] and into modes
of governance [4, 5, 34, 145, 146]. The consequence is that it extends the
external accountability obligations for hospitals, as was true for the emergency
department in case 1.

82



Discussion

6.1.2 External triggers driving change inside organizations

In the Norwegian context, the Norwegian Board of Health Supervision
performs imposed supervision (mainly as system audits) of compliance with
the legal regulation for internal control with quality and safety in hospitals. In
contrast, non-governmental external assessment of quality systems, such as for
1ISO 9001 certification, has been adopted by hospitals on a voluntary initiative.
Such initiatives raise questions about why hospitals choose to be assessed by
someone from the outside, or to become certified. Case 1 showed that decision
to adopt a certification process in the emergency department was not followed
by comprehensive and informed decision-making process, such as for rational
instrumental decision-making processes [116, 142, 240] or planned change and
implementation in health care [106, 241]. Rather, by applying a sensemaking
perspective [114-116] this thesis showed that organizational disruption prompt
action and plausible decisions when the emergency department decided to join
a project integrating 1SO 9001 certification. This thesis found two external
situationally specific triggers that drove the first face to adoption of
certification, and two external institutional triggers that drove the continuation
process to become certified.

The first situational trigger was related to the non-conformities the emergency
department received from a countrywide supervision and the environmental
turbulence due to challenging performance in emergency departments in
Norway. For the emergency department, the non-conformities mirrored known
performance challenges. What the management perceived as different was the
increased attention to these challenges from the hospital’s top management.
Such an increased focus can be explained by demands to follow up on non-
conformities through institutional coercion [6, 113] or regulatory enforcement
[13]. But what seems to be more important here, is that the known challenges
in the emergency department now became “visible” [2] for other parts of the
organization and especially the top management. The challenges became
“visible” even though they had been there for a long time. The disruption or
“surprise” trigger action and sensemaking [115] that eased change.

The second situational trigger was evident when the management occasionally
got an external invitation to take part in a quality assurance project, integrating
external assessment and 1SO 9001 certification. The management’s uncertainty
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about proper solutions had challenged their social identity [115, 119] or
collective capacity [115], since they were responsible for the quality and safe
running of the emergency department. Such threats to a shared identity are
entries to sensemaking processes where plausibility and belief about current
action, rather than accuracy about the future, are salient [115]. The external
possibilities for assistance and support were a solution for the emergency
department, that would lead to an immediate action and currently reduce
uncertainty. The findings showed that the choice to take part was done without
knowing the real extent of what 1SO 9001 certification was all about and the
consequences for the department. The management’s shared belief prompt
action, rather than change resistance that are often seen in organizations whose
identity has been challenged [118, 119].

The third trigger related to institutional structures in the current internal control
regulation, including supervision, and the fourth trigger was related to the
institution of 1SO 9001 certification. Both regimes are marked by relative stable
institutional governance structures. The findings from case 1 were that both the
internal control regulation and the 1ISO 9001 standard consisted of unfamiliar
concepts and requirements that was challenging for the emergency department
to operationalize. When considering Weber and Glynn’s [114] institutional
triggering mechanism, these relative stable external structures became
ambiguous for the emergency department and led to further internal
sensemaking processes [115] toward certification.

The legal internal control regulation uses functional requirements that give a
wide scope and possibilities for organizations to choose among a variety of
tools for quality work [85]. This is customary in regulatory structures for
enforced self-regulation [15, 16, 156]. The 1SO 9001 standard builds on a
general process approach and principles to quality management, and has moved
away from hard engineering-based requirements to softer and more abstract
requirements [68, 69]. External “soft” requirements that are (too) diffuse, may
trigger organizations to make sense of these and search for control, sometimes
by integrating new management tools [4, 5]. The emergency department did not
have an internal management system that was clearly built up around the legal
requirements for internal control, and the ISO 9001 standard was new for the
department. The discrepancies between new external requirements and their
current internal references set collective sensemaking processes in motion.
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Because, as Weick [242] emphasizes, “maps” (the new requirements) are
helpful only in familiar organizational contexts that have already been charted.
To be familiar with the certification process, the emergency department had to
find ways to operationalize the general 1SO 9001 standard (the “map”), that
gave a shared meaning for them and their internal system and processes. This
internal organizing process drove the process towards certification.

Findings from case 1 shed light on internal challenges related to the
operationalization of general and diffuse external requirement. These findings
support other research arguing that a lack of competence in developing internal
control systems in healthcare makes it difficult to adapt to Norway’s internal
control regulation [243]. Moreover, research from healthcare accreditation
emphasizes the importance of perceived coherence between requirements and
the internal organizational context for successful accreditation [244].

Following findings from case 1, ISO 9001 certification was used by the regional
project to establish internal control in the emergency department. Even though
the requirements may correspond between these two governance structures, the
difference is, to become 1SO 9001 certified, the process includes external
auditing. Findings in case 1 showed that the emergency department considered
the certification process more towards internal improvement than external
assessment. It was reported that interaction in the auditing encounter integrated
assessment, guidance and feedback to ongoing internal certification processes.
Ongoing feedback, like sensegiving perspectives [114, 116, 245] seemed
important for driving the internal sensemaking process in the emergency
department towards certification. These findings are supported by research
from hospital I1ISO 9001-based accreditation programs, suggesting that the
external auditors are keys in the program, helping hospitals to direct their
attention to the most important elements for improvement [248]. Professional
interaction between the accreditors and health care organization is also
suggested to help build standards coherence with the health care context [244].
Other research has found that when assessors are collaborative and supportive
in their approach, it may increase the likelihood of successful implementation
of standards [42, 246].

Treated institutionally, external auditors seem to be important external drivers
or triggers [114, 117] to generate internal processes in the 1SO 9001
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certification regime. Further findings form case 1 indicate that the yearly
external surveillance audit was an important feature to keep up the
improvement focus among the management in the emergency department. The
same experiences of recurring external assessment in health care have been
reported elsewhere [56, 238, 247]. Other research indicates positive
experiences with more frequent (annual) 1SO 9001 audits in hospitals than
traditional three-year accreditation cycle [248]. Such experiences raise
questions about whether the presence of external auditors is important to trigger
quality work. Obviously, one cannot base an external evaluation scheme only
on presence. But if the presence of an external body strengthens the legitimacy
and motivation towards organizational improvement efforts, it is important
knowledge to bring forth when developing governance policies. For example,
in Norway there may be years in between the Norwegian Board of Health
Supervision’s on-site external assessments of clinical departments in hospitals.
If such governmental external assessment is an important trigger for
organizational quality work, in addition to ensure compliance, then
considerations about the frequency of their external assessment of hospitals are
relevant. In section 6.3 a further discussion is taken on how external assessment
could be a mechanism to support resilience [125] by fostering critical reflection
on internal system and performance.

6.2 Scope, understanding and practice of certification
processes

6.2.1 Scope of certification

Hospitals are complex systems [150, 170, 249, 250]. This means that hospital
comprise of nonlinear systems (in contrast to traditional linear organizational
perspectives) where interacting activities can happen routinely or sudden and
unpredictably. Within the changing environments, relatively stable formal and
informal social structures evolve, such as professional networks, groups, and
teams, working and interacting at different levels, inside and outside of the
hospital. Thoughts about interactions in complex health care systems include
both humans and artefacts; among others, patients, professionals, managers,
equipment and different technologies [251]. In general, it is within such
contexts that hospitals build their quality management systems, and which
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certification bodies, and hence auditors, must assess and understand the essence
of, in order to conduct ISO 9001 certification. The certification body and their
hospital certification processes explored in this thesis were normatively
directed by the generic international certification standards [35] in which the
they have little or no influence over [222]. In general, the international
certification regime intends to bring consistency, legitimacy and trust to the
certification bodies performances [33]. It assumes that, if the standard is
properly constructed, an alignment between the standards certification
approach and the certification bodies’ approach will strengthen the likelihood
of successful certification processes. It means that certification bodies, such as
the one included in this thesis, must translate and operationalize the standard
into certification practices. Such intra-organizational translations may take
many forms when generic standards “travel” between countries and
organizations [1, 4].

As demonstrated previously (4.5.2) the certification body’s expectations and
prescriptions of their performances (WAI) will always be different from the
actual practices (WAD). This distinction between Work-as-Imagine and Work-
as-Done is a core element in the resilience theory [172, 173]. This thesis
adopted this perspective when studying the alignment between the certification
approach embedded in a) the certification standards and guidances (WAI), b) a
certification body’s perceptions (WAI), and ¢) a certification body’s practices
(WAD).

Overall, the findings show an alignment between the three elements, practice,
understanding, and standard and guidances, towards a compliance approach in
the auditing encounter [10, 13, 162, 168]. This means that guidance, education
and transfer of experiences, in addition to assessing conformity with the 1SO
9001 standard, were integrated in the auditing scope, and intended to give added
value to the certified organizations. To follow this approach, the 1ISO 9001
certification regime left auditors with a latitude to navigate their auditing
conduct towards the respective organizational context during their interaction
with the certified organizations.

This thesis document flexible and dynamic certification encounters. The
auditors studied used preplanned audit agendas with topics from the 1SO 9001
standard to guide their certification audits. These features contributed to some
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consistency despite dynamic interactions with the auditees. Further, auditors
were concerned with dialogues with the auditees and encouraged reflections in
their search for information during audit interviews. They also included
activities such as identifying and recording opportunities for improvement,
sharing non-confidential information from elsewhere, and sharing best
practices to bring added value to the certified organization. These dynamic and
holistic auditing practices are in line with auditing practices shown in other
research on external assessments in health care [60, 252, 253]. In general,
organizational development approaches seems to increase in external
assessments programs in health care [31, 254, 255].

There is no consensus on the effects of the different auditing conducts in
hospital certification or in regulation theories in particular [7, 10, 15], but
research from external assessment in health care indicates that auditors’
professional knowledge and the ability to align expectations and requirements
to the respective context in organizations are important to encourage
improvement [244, 246, 248].

The certification body emphasized the need to align with the maturity of the
hospitals management system and the organizations motivation for
certification. Transfer of practices and guidance’s were most appreciated by the
certified organization, and motivated and strengthened the auditor-auditee
relationships. A holistic assessment approaches can shape expectations and
legitimacy to the certification process. In health care particular concerns have
been related to the expectations of consistency and reliability of compliance
oriented external assessment program [60, 248, 252], and general concerns
have been related to expectations of independence and power relations [8, 10,
148, 168]. Different structures influence consistency and reliability in external
assessment programs in health care, such as certification programs itself,
standards, workforce management, and documentation. These structures
assume a greater influence on consistency and reliability involved in external
assessments, than the specific auditor conduct and the dynamics in the auditor-
auditee encounter [26, 60, 64, 65]. These assumptions mean that context
sensitive and flexible auditing encounters in certification processes, such as
those found in this thesis, may be of less concern for the overall consistency
and reliability involved in certification processes.
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6.2.2 Organizational independence in external
assessment programs

Concerns about independence in external assessment programs may be related
to two dimensions: organizational independence and operational independence
[7, 8]. Organizational independence is linked to the degree of formal
independence and power relations between the auditor and the auditee, and may
describe variations in external assessment approaches. Formal independence is
a leading principle in third-party audits such as the ISO 9001 certification and
relates to the relationship between the auditor and he auditee. In all cases
studied in this thesis the certification processes were voluntarily initiated by
hospitals as a self-regulatory mean. The external accountability obligations
[120, 151] to become certified were not very strong in Norway, since 1SO 9001
certification is neither legally mandatory (upwards accountability obligations)
nor an institutionalized norm [113] expected by the professional community,
patients or the general public (outwards or downwards accountability
obligations). When the external accountability obligations to become certified
are weak, it may also reduce the power asymmetry in the auditor-auditee
relations, since the consequences of not becoming certified are small. The result
may be that the certification body have a certain pressure for taking part in
organizational improvement activities. As mentioned above, such auditing
activities is what the certification body included in this thesis understood to be
what the certified organizations appreciated the most. When certification bodies
are engaged by hospitals, they also have commercial interest that may influence
on the organizational independence and the power relations in these auditor-
auditee relationships. The power balance between hospitals and certification
bodies may change if there becomes a change in the external accountability
obligations. This could potentially happen if 1ISO 9001 certification becomes
enforced by the government as a regulatory mean or expected by the
professional of public community. Hospitals will then be more dependent on
complying with the ISO 9001 standard, and the consequences of non-
compliance, not being certified, or withdrawal of a certificate would be higher.
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6.2.3 Operational independence in external assessment
programs

The dynamic and flexible interaction between auditors and auditees found in
this thesis may be further explained by dimensions related to operational
independence [7, 8]. External auditors need information to “diagnose” an
organizations management system [166, 167]. The operational independence
focus on how auditors get access to and must depend on this information
(informational independence [7]), and the knowledgebase auditors use to draw
independent conclusions (epistemic independence [7, 8]). There is an
asymmetry between what auditors know about the health care organizations
under certification and what the organizations know themselves. Such
asymmetry may be reduced by using a more interactive and collaborative
auditing style, as shown in this thesis, in order to get the relevant information
Likewise, the hospitals’ voluntary participation in certification audits may have
reduced the auditors’ uncertainty involved with information provided by the
hospitals and made it easier to take part in mutual dialogues.

The generic and process-oriented SO 9001 standard, used to asses compliance
with the hospital quality management systems [72, 73] might explain the
orientation towards a more flexible and prospective certification encounter
documented in this thesis. The epistemic independence expect that detailed
standards imply more inspection-oriented role, such as in deterrence
perspectives, than assessment against generic standards [8, 148]. Further,
auditing complex service settings necessitates degrees of epistemic dependency
[8] which requires negotiating activities in auditing encounters in hospitals.

6.2.4 Modes of audit interviews

The I1SO auditing standards studied in this thesis, highlighted interviews as one
of the main methods to collect information and audit evidence, but gave limited
information on how audit interviews were going to be practiced [35, 218]. The
standards’ descriptions seemed to assume audit interviews with individual
informants. The same is seen in the revised version of the auditing standards
[70, 78, 256]. The descriptions on interview practices in auditing standards and
guidances are scarce compared to the methodology literature on research and
evaluation, where interview methods are subject to rigorous scrutiny about how
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they are able to give or produce evidence [188, 216, 257, 258]. The
methodology literature also emphasizes how group interviews or focus groups
may empower participants, moving the interviewers’ control towards the
participants and increasing collaboration [259-261]. The auditing practices
observed in case 2 showed that using group interviews was preferred and the
auditors’ general practice during certification audits. Other research on external
assessment processes in hospitals have showed that auditors’ use of group
interviews had positive effects for their successful participation and
collaboration with staff [42].

As the findings shows, there are some possible discrepancies between
expectations for interview practices as set out in the SO standard and what are
perceived and practiced in the certification encounter. The interview and
dialogic practices involved in certification may relate to methodology issues,
such as reliability [60, 248, 252] and empowerment, that should be discussed
and developed further in future revisions of the ISO standards and guidances.
This thesis proposes a new dimension related to audit interviews (in addition to
the questioning and auditing dimension) to refine the auditor style typology
framework [63] applied in this study. The new dimension is an Interview
method dimension, implying an auditing approach that favors either individual
interviews or group interviews when interacting with the auditee.

6.3 Possible contributions to performance
improvement

Using the resilience perspective [125, 127] in exploring 1SO certification,
regulation by authorities or interorganizational fields in healthcare, seems to be
a novels approach within research (see 3.4). However, it may be useful in
exploring how an ISO 9001 certification processes can contribute to better
performance and improvements in hospitals. There is not necessarily a
correspondence between complying well with the requirement in the 1ISO 9001
standard and support for resilient performance. This thesis explores
characteristics of the certification processes that might support potentials for
resilient performance of the certified hospital. It has not studied the specific
requirements in the ISO 9001 standard and the relationship to the potentials for
resilient performance.
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The 1SO 9001 hospital certification processes explored in this thesis were all
voluntarily adopted and there were no clear financial incentives or tradeoffs
with being certified. Therefore, the initiatives may indicate a certain level of
resilient performance enabling the organizations to gain insight, evaluate and
improve their performance. It can also be an initiative to ensure accountability
to external stakeholders. Research across sectors confirms that the
organizational improvements from ISO 9001 certification are more far-
reaching if the motivation for certification are internally derived [41].

6.3.1 Collective sensemaking

Activation of collective sensemaking is described as a resilient characteristic in
health care research when organizations meet disturbances and changing
demands [179]. Findings from case 1 showed that an emergency departments
process of becoming 1SO 9001 certified, sat in motion important internal
sensemaking [116] processes, triggered and supported by interaction with
certification auditors, that drove improvement of the quality management
system towards certification (see 6.1.2 above). As found in case 1 and 2,
auditing practices may trigger disruptions to daily activities that uncovers and
make visible opportunities for improvement or call into questions poor
performance or cultures. Such disruption may lead hospitals to trigger
resilience by activating collective sensemaking processes and purposeful
reorganizing [176]. The auditing practices in hospitals found in case 2 were
characterized by the auditors’ adaptation to the certification context and the
auditors’ interaction, negotiation and dynamic communication with the
auditees (see 6.2 above). These auditing practices seems to be in line with
creation of reflexive spaces and responsiveness in the auditor — auditee
encounter, characterized by trust, dialogue, respect and a psychologically safe
atmosphere, foundational for creating conditions from regulation that nurture
potentials for resilience in healthcare [177].

As discussed above (section 6.2), dynamic auditing approaches are possible
since the 1SO 9001 standard builds on generic requirements that expands the
auditors’ latitude to “translate” the requirements to specific organizational
contexts [39, 262-264]. The 1ISO 9001 standard gives hospitals room to choose
between different management tools to meet requirements and use flexible
guidelines and best professional practices that follows current developments
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and progress. This is also in line with the current regulation on leadership and
quality improvement in Norway, that assumes hospitals to choose sufficient
quality improvement tools and use guidelines and standards of best practices
[84, 265]. Such flexibility for self-regulation within a regulatory regime is an
important mode in order to contribute to resilience [17, 148, 178].

6.3.2 The resilience potentials and ISO 9001 certification

The four potentials in the resilience engineering perspective, proposed to be
necessary for an organization to perform resilient, is to respond, monitor, learn
and anticipate [125, 127]. These potentials are inevitable interdependent, while
at the same time serve essential functions in their own right. The assumptions
have been challenging to operationalize in healthcare research, since the
complexity of activities in healthcare organizations and regulation regimes
makes it unclear what each potential should include and attend to [178, 180]. It
can also be unclear what boundaries that should define the scope or the
sociotechnical system where these basic functions intend to be potentials for
resilience, such as a team, a department, a hospital, a health care system, or
even a community. This thesis’s exploration of the certification processes’
support to the four resilience potentials in hospitals is not exhaustive, and has
been associated with some ambiguity, e.g., related to the potential to monitor.
When auditors perform certification audits in a hospital, the audit activity is
clearly a way of monitoring the certified organizations quality management
system. But the monitoring (audit) activity does not necessarily mean that the
hospitals potential to monitor its own performance has been strengthened. On
the other hand, the regular external monitoring (audits) extend the total (internal
and external) capacity to monitor the quality management system of the
hospital.

This thesis has identified characteristics in certification practices that applies to
at least two potentials for resilient performance in hospitals that certification
processes might support: the potentials to respond and learn [125].

6.3.2.1  Supporting the potential to respond

There has been an understanding between sectors that 1ISO 9001 certification is
concerned with organizational prescriptions and procedures [38, 41], but
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compared to other standards in external assessments regimes in healthcare, 1ISO
9001 lacks detailed, clinical-specific, requirements [26, 266]. To produce
detailed procedures and prescriptions were not in focus of the certification body
studied in this thesis. Rather conversely, there were concerns about the
complexity and high number of procedures observed in hospitals. In general
healthcare organizations are often assumed to desire standardization and
procedures [267]. The auditors were concerned with the functionality and
appropriateness of the quality management systems they assessed, and not only
the management structures established to comply with the 1SO 9001 standard.
Different examples of this approach are shown in findings from case 2 (article
3) and one of them relates to auditor’s response to a challenging complexity of
hospital procedures. In one of the examples the auditor was concerned with the
availability and functionality of procedures, even though the procedure
complied with the ISO 9001’s requirements on documented procedures.
Improvement possibilities became inherent in conversations between the
auditor and the auditee. The auditor gave rhetoric questions and comments in
order to get the auditee to reflect about the daily practices and the contextual
reality for those using the procedures. A department showed a complex
operational procedure that included much information and links to references
that were not operationalized into practical useful information to the
employees. Examples of questions and comments the auditor used: “How and
where would a nurse in a department find or try to find these?”, “Think from
the bottom up”; What is relevant for the employees?”. Such auditing
approaches may be important for a organizations ability for resilient
performance [19, 124], and may apply to the potential for responding [125].
Hollnagel [125, p. 73] suggests the following guiding question for
organizations when diagnosing and improving the potential to respond: “We
revisit and revise our list of events and action plans on a systematic basis (p.
73)”. Actions plans within this perspective may take many forms and include
daily procedures to known and expected events. To maintain a readiness to
respond, the perspective suggests regular reviews of the relevance of
procedures and to make proactive adjustments (rather than the traditional
reactive adjustments) to the needs of expected events [125]. The auditors and
the auditees’ dialogue and review of the hospitals plans and procedures, were
important to be prepared to meet different daily or sudden conditions and
events. The auditors’ approach reflected thoughts on resilience that implies that
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too many detailed standards, checklists or procedures might undermine the
discretion and autonomy of the health professions working in hospitals [19,
268]. Procedures and prescriptions supporting flexibility and adjustment rather
than narrowing their scope and constrain their action are important for resilient
performance [269, 270].

6.3.2.2  Supporting the potential to learn

The centralization of knowledge that certification bodies provide, can be
important for learning, and hence resilient performance, across an entire
healthcare system [19]. Such learning may happen between departments,
hospitals or between hospitals, municipal health care and organizations in other
sectors that undergo certification. This study exposed that auditors took
initiatives and used their opportunities to transfer anonymous general
experiences and good practices they had learnt in other healthcare organizations
to the auditees. Such centralized knowledge might be learning from success or
lessons learned from disruptive events with adverse impact in hospitals.
Learning form success in a resilience perspective is not related to the success
in a traditional quality improvement approach in healthcare, such as in the
safety | perspective (see section 3.4), where the preoccupation with and absence
of failures, or to prescribe and perform without tradeoffs, are favored [267,
271]. Success in a resilience perspective relates to everyday work practice, and
the ability to adapt responses to variations and surprises that happens in
complex systems such as hospitals. As described above, the certification body
in this thesis included both dynamic conversations with the auditees and direct
observations of work activities in the hospitals. Such auditing activities
provides the certification body with a knowledge base that can be important for
“scaling up” resilience [272, p. 127] across an entire healthcare systems, by
activating structural or systemic resilience and spreading information through
their networks [176, 272]. A challenge when expecting certification bodies to
be formal mediators for learning between hospitals or across sectors, is that
their accountability obligations change [120, 158]. E.g., if learning from failure
has not led to learning between hospitals, and the same failure happens again
in other hospitals, the certification bodies expected to enhance learning can be
held to account, either formally or informally.
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6.4 Proposing a multilevel model for the approach to
accredited 1SO 9001 certification

The overall analytical model applied in case 2 (see 4.5.2, figure 9), integrated
the distinction between work as imagined and work as done when exploring
approaches to certification in a resilience perspective [273]. The model was
inspired by Lindge and Kringen [274]. For this thesis, the model represented
the empirical unit of analysis as seen from a researcher’s perspective. But,
derived from the explorative work in this thesis, the analytical model was
further developed to represent elements involved in different levels of the
accredited 1SO 9001 certification regime (figure 11). The mid level of the
model (the blue field) represents auditors from a certification body performing
certification in hospitals (the orange field). During the certification, auditors
assess from an external perspective the documented and described hospitals
quality management system, in in addition to observe and collect evidence on
how the quality management system is practiced (WAD). There may be
discrepancies between the WAI and WAD. The auditors also assess how these
two elements correspond with the ISO 9001 standard. In the same way as the
auditors assess from an external perspective, the model assumes that the
hospitals themselves also assess and evaluate their own documented quality
management system, from an internal perspective. The two evaluations are then
matched, discussed, and negotiated in the interaction between auditors and the
auditee, to identify non-conformities or areas of improvement. This thesis does
not have data from processes of accreditation at the accreditation body level,
but the structure and activities that accreditation bodies (the green field)
performs in conformity assessments, may coincide with the structure and
process of certification. It is therefore possible to see these processes in a
multilevel model as proposed.

The model contributes to the lack of multilevel perspectives in the literature on
resilience in health care [180, 272] and how the interface between the different
levels and actors in I1SO 9001 certification can be addressed in order to reduce
the gap between WAI and WAD in health care organizations. The model also
emphasize that certification or accreditation involve interactional activities
between auditors (assessors) and the auditees (assessed). The accredited
certification regime assume organizational independency between actors at the
different levels, but nevertheless, these vertical links include interactional
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elements and operational dependencies that may involve challenges, such as,
different knowledgebases, professional understanding and “language”,
availability of information, conduct and trust [8, 10, 275]. While the
accreditation body in Norway is rooted in the state authority, the certification
bodies are private commercial bodies performing certification activities that are
not publicly made available (except for the certificate stating conformity to the
ISO 9001). This multilevel regime, anchored in international standards, is
described as a “faceless” regime due to its diffuse couplings to authorities and
formal accountability structures [222].
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Figure 11: Multilevel model representing the international accredited ISO 9001 certification regime. The
accreditation and certification practices represent assessment activities and interaction with the organization
being assessed, where the assessor and the assessed alone and together evaluate possible discrepancies (and,
if applicable, look for possible improvements) between what the assessed organization describe and say they
do (B) and the actual practices (C), and how these understandings and practices match the normative
standards (A).
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6.5 Implications

This thesis got a rare access backstage of a certification body, to explore their
certification approach. By looking behind the “curtains” of a certification body
it provides new insight to our knowledge gap in the field of certification
practices.

The documented flexible auditing approach involved in ISO 9001 certification
gives abilities to create reflexive spaces, discussions, and support improvement
as part of certification. These approaches break with more traditional thoughts
of ISO 9001 certification and should be part of future policy debates related to
adopting certification in hospitals. Moreover, these approaches should evolve
further if 1SO 9001 certification intend to support resilient performances in
healthcare in the future.

This thesis’ exploration on how environmental structures, and certification
audits in specific, can trigger change and organizing processes in hospitals call
attention to the need for policy makers to consider the frequency and regularity
of external assessment to activate improvement. Such considerations are useful
in the Norwegian context, where the Norwegian Board of Health Supervision
performs mandatory external supervision with a more variable frequency, often
with years in between.

Case study 1 applied the institutional trigger mechanism in Weber and Glyns’
[114] theoretical perspective to explain how structures in the environment
triggered occasions for sensemaking. The application of this institutional
triggering mechanism contributes to extend the foundation of studies
combining institutional theory with organizational perspectives to explain
occasions for change due to institutional structures other than institutional
constraints. Explaining external triggers for the adoptions of new management
tools, such as certification, are important since organizations rarely leave others
at the same time and can make healthcare more complex.

The finding points at reflection and clearance upon how audit conducts and
audit interviews should be performed and organized. Such reflections should
include both elements of reliability included in auditing practices and
empowerment of the auditees. Further, an additional dimension related to audit
interviews is proposed to improve the auditor style typology framework [63].
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The proposed multilevel model (figure 11) illustrates how certification in
organizations is an interactive process including alignments of WAI and WAD
at different levels. Pointing at these elements the model could be a guidance
towards further research and development of the ISO 9001 certification regime.
This can be to consider and adjust the certification approach and requirements,
based on a traditional safety | perspectives [271], that happens in the interface
between the different levels and to reduce the gap between WAI and WAD
and the interactions

6.6 Limitations

Several limitations in this thesis needs special attention. Some issues are
already mentioned above (4.6 & 4.7), but a brief overview is needed.

There is limited research on 1SO 9001 certification practices in healthcare in
Norway, and this thesis is a novel work in these perspectives. The thesis is
therefore explorative in nature. Despite the explorative nature, the thesis has
applied several theoretical foundations in order to guide the study and analysis.
There is a risk that the theoretical perspectives chosen in such novel work do
not capture important elements of the certification practices that it intended to
do. E.g. theory driven categories adopted form regulation theory were used to
analyze the certification body’s and auditors’ conduct in certification processes
and the normative standards as guidance for certification.

The narrative in case 1 constructed retrospectively of the certification process
in an emergency department was a story but not necessarily the whole story or
the real story in an objectivist sense. The narrative may have discriminated the
complexity of multiple, simultaneous and various narratives and sensemaking
processes that were worked out within the organization, or captured internal
elements that were not caused by the process under study [118, 213]. The
meaning making processes were studied within a single emergency department
in a single hospital in Norway. The sample size is a limitation for
generalizations from this study.

Further, as discussed above (4.6), the number of informants included in each
case study are small, and only one certification body is included. Even though
the information power [232] is strengthen due to the highly specific
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characterizations of the participants and context, consideration should be taken
when generalizing from this thesis.

This thesis has not studied how the specific clauses in the ISO 9001 standard
were assessed and translated by auditors and the auditees during the
certification processes. Neither does the study include the specific changes or
outcomes in the hospitals from the different certification processes observed,
besides that all the hospital organizations were certified. Cautions must be taken
of the relationship between the certification approaches and process and the
actual outcomes in the organizations.
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7 Conclusion

I will conclude by revisiting the research questions and their contributions to
the aim of the thesis. Moreover, | propose possible directions for future
research.

The first aim was to develop knowledge about external drivers and internal
processes in hospital certification. Answers to research questions i and ii
improve our understanding of how cues provided by external pressure and
institutional structures, meet the micro-level change processes in organizations
involved in adoption of 1ISO 9001 certification.

i.  How do external environments contribute to an adoption of 1SO
9001 certification in an emergency department?

This thesis identified two situationally specific triggers and two institutional
triggers in the external environment that contributed to an adoption of 1ISO 9001
certification. The two situationally specific triggers were: 1) that
nonconformities during a national supervision, mirrored known challenges in
the emergency department, prompting a search for change by the management;
and 2) an external offer to take part in a pilot project for ISO 9001 certification
became a quick and plausible option for the emergency department. The two
institutional triggers were the current regulation for quality management
(internal control regulation) in healthcare and the 1SO 9001 standard and
certification process. These stable institutional structures were perceived as
ambiguous and provided cues that enabled the emergency management’s sense
making processes and their own search for control.

ii.  How does local management make sense of the certification
process?

By combining sensemaking theory with institutional theory, this thesis
demonstrated that the ambiguous institutional structures inherent in health care
regulations and the ISO 9001 standard set in motion important sensemaking
processes around continuity and change. Preferably, 1SO 9001 certification
processes, unlike health care regulations, involved predictable external auditing
that integrated direct feedback to the ambiguous change processes. This was
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acknowledged by the emergency department as important and useful for
improvement.

The second aim of this thesis was to develop knowledge about the scope,
understanding and practice of certification processes. Answers to research
questions iii — vi added to this knowledge by demonstrating that the
international 1ISO 9001 certification regime stressed consistency and objectivity
while opening for flexible and context-specific audit approaches. Further
answers contributed to the identification of adaptable auditing styles involved
in hospital certifications and showed that a certification body included both
assessment and guidance to their understanding and practice of 1SO 9001
certification processes in hospitals. The thesis also extends the application of
the theoretical auditor style framework.

iii.  What styles do auditors apply in hospital certification processes?

By adopting an auditor typology framework, this thesis identified auditor styles
characterized by their preference for an opportunistic and less structured type
of interview practice during I1SO 9001 certification in hospitals. Guidance and
stimulation for improvement were also incorporated into the auditors’
assessment style. Further, this thesis identified that the auditors used group
interviews, instead of individual interviews as defined by the auditor typology
framework that was applied. Therefore, an additional dimension of group
interview practices was proposed, to refine the auditor style typology.

iv.  How do auditors perceive their role in hospital certification
processes?

This thesis identified that the auditors perceived their auditing role in coherence
in terms of how they practiced their audit style. They all perceived both
assessment of conformity to the ISO 9001 standard and guidance for
improvement as embedded parts of their auditing role.

v.  What auditing approach for certification bodies is embedded in
standards and guidance notes for 1SO 9001 certification?

This thesis shows that the international standards and guidance for 1ISO 9001
certification expected certification bodies to have structures and systems in
place to ensure consistent and objective certification processes. At the same
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time, they gave auditors the latitude to adopt a flexible and context-specific
audit approach, in order to add value during certification processes.

vi.  How do managers and auditors of a certification body perceive
and practice the certifications?

The members of a certification body explored in this thesis acknowledged and
navigated their sharp end certification approach holistically, integrating both
assessment and guidance. They also perceived their own formal structures and
management system for 1SO 9001 certification as important for reliable
certifications, and to be formalized to a greater extent than the sharp end
practices of certification auditing.

The third aim of this thesis was to develop knowledge about possible
contributions to performance improvement. By exploring characteristics of ISO
9001 certification approaches in hospitals, this thesis identified flexible and
adaptable certification processes that may support and nurture resilient
performance of healthcare organizations undergoing certification processes.

In addition, this thesis proposes a model of the accredited 1SO 9001 certification
regime that may be helpful in future studies and development of 1SO 9001
certification practices in hospitals.

7.1 Further research

Following this thesis, futures studies are suggested to increase the knowledge
of the role, application and effects of certification programs in hospitals.
Especially in Norway, where quality system certification has a novel history,
further research should be welcomed.

In-depth studies of certification bodies over time to identify variations in work
practice and style, together with comparative studies of different certification
bodies should be encouraged. Further, studies of the certification bodies” work
practices should, like this thesis, include the role and conduct of the auditors to
further explore the interactional element between the auditors and auditee. An
appliance of the auditor typology framework used in this thesis can help refine
and extend the framework further and judge whether all of the proposed styles
actually exists in current auditing practices. These studies would benefit from
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including how the specific requirements in the 1SO 9001 standard are
emphasized and operationalized by auditors during certifications.

Studies should explore further internal and external elements that trigger and
motivates hospitals to adopt and continue ISO 9001 certification programs, and,
likewise, elements that affect hospitals to quit ongoing certification programs.
There is specially a need to explore the different stakeholders view on
certification, such as patients, healthcare professionals and policymakers.

Studies should further explore how ISO 9001 certification and the standards
requirements relates (support or hamper) the regulatory mechanisms in health
care in Norway, and how the standard’s requirements are operationalized in
hospitals in relations to the current healthcare regulations. Studies should
further include explorations of certification practice’s impact on knowledge
transfer and learning across hospitals and other healthcare organizations.

Controlled studies are missing and should be enhanced to study certification
processes and its effect on performance and outcomes in hospitals, especially
if certification is adopted on a wider scale in Norwegian hospitals. Studies
should also include the economic implications. There is also a need for studies
on the certification’s long-term effects on change and performance in hospitals.
These studies should explicitly study the external assessments’ impact on
continuity of change and improvement in hospitals. The impact from different
forms and frequencies of external assessments should be included in these
studies.

Studies should adopt recognized framework and methodologies to strengthen
comparison to previous studies and certification programs in other countries. A
further application of the resilience perspectives to studies of certification
programs in hospitals seems to be a promising direction.
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Abstract

Background: Certilication and accreditation are widely used to achieve quality and safety in health care but are also
questioned regarding their assumed effects. This is a challenge for policymakers and managers, since adoption of these
regimes can have a dreumstantial impact upon organizations. This study’s aim was to explore how external conditions
catalyzed and triggered omganizational change and internal sensemaking processes as part of an 150 9001 certification
process.

Methods: The study applied an explanatory single-case design, using a narrative approach, 1o retrospectively follow a
sensemaking process in an emergency department in a Norwegian hospital undergoing 150 9001 certification,
The certification process was a pilot initiated by a Regional Health Authority, which ran from autumn 2008
until spring 2012, Nine semi-structured, qualitative interviews were conducted, and documents in the {om of
minutes and reports were collected. The data was analyzed according to an organized sensermaking framework,

Results: The adoption of the 150 9001 certification did not follow a comprehensive dedision-making process, Our study
shows two external situational triggers that initiated adoption. First, a countrywide supervision conducted
by the Norwegian Board of Health Supervision concluded that inadequate management and leadership
negatively affected the day-to-day running of Norwegian emergency departments. This external disruption
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Conclusions: By combining institutional theory with sensemaking theory, this case study contributes to a betier
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Background

Accreditation and certification programs in health care
are used internationally to ensure, regulate and drive qual-
ity improvement and safety initiatives. Starting as a profes-
sional self-regulatory standardization and control initiative
in the early years of the twenty-first century, the number
of programs globally has grown tremendously in the last
25 years. In Norway such programs have no clear history
other than some small ad hoc initiatives. At a national
level, nationwide certification and accreditation programs
have been debated [1, 2] and were recommended by the
Government in 2015 |3]. Claims about a limited evidence
base and rigorous study designs of the effects upon recog-
nized quality measures have been put forward in several
international publications, especially in relation to how
many resources are allocated to accreditation and certifi-
cation systems internationally [4-6]. Recently, two up-
dated systematic reviews about the effects of certification
and accreditation [5] or external inspections [7] upon
process or clinical outcomes only found respectively one
and two studies that met their inclusion criteria. The
authors found no strong evidence to conclude about the ef-
fectiveness of certification or accreditation. Earlier reviews,
with broader inclusion criteria report in general inconsist-
ent findings on the relationships between certification and
accreditation  programs and  clinical performance and
outcomes, a positive trend about the programs ability to
stimulate improvement work and promote organizational
and cultural change and change in professional practice
concerned with quality of care, and contrasting views
among professionals towards accreditation [8-10]). Studies
of 89 Furopean hospitals indicate that accreditation and
International Organization for Standardization (IS0) 9001
certification are positively associated with some quality and
safety structures and hospital outputs such as hospital
management, clinical practice, safety, patient-centeredness
and cross-border patient-centeredness. These studies dem-
onstrated that accreditation has slightly more impact than
1SO certification, but either system is better than no exter-
nal assessment [11, 12]. The recent EU project DUQUE
with data from 73 European hospitals studied the relation-
ship between 150 9000 certification, healthcare accredit-
ation, and quality management. The researchers conchided
that accreditation and certification were positively associ-
ated with clinical leadership, systems for patient safety, and
clinical review, but not with clinical practice [13]. In a
Danish nationwide population-based study the researchers
reported a lower 30-day mortality risk for admissions at
fully accredited hospitals compared to admissions at
partially accredited hospitals [14]. Using an interrupted
times series analysis following one hospital in Abu Dhabi
over 3 years, the researchers showed that the positive
impact of healthcare accreditation on hospital quality
measures to some degree was maintained during the 3 years
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accreditation cycle, but concluded that more focus on
continuous improvement methods to sustain the
positive impact form accreditation was needed, for in-
stance, frequently self-assessment or unannounced ex-
ternal reviews [15]. The use of unannounced external
reviews was recently studied in a nationwide cluster-
randomized controlled trial [16]. No difference
between nced and v nced surveys in de-
tecting non-compliance with accreditation standards
in hospitals was found.

The uncertain relationship between adaption of differ-
ent accreditation or certification programs and quality
and safety objectives poses a challenge for policymakers
and managers. Despite these challenges, hospital certifi-
cation and accreditation are widely used and differ ex-
tensively in their purpose and organization [10, 17].
Certification and accreditation can therefore be consid-
ered as a legitimate and institutionalized means of regu-
lation of quality and safety in hospitals, and in complex
organizations they reflect contemporary tendencies of
means—ends decoupling [18). In means—ends decoupling,
we see that the adoption of new policies or formal struc-
tures has a real impact upon change of organizational
activities and cultures, but there is limited evidence
linking these changes to organizational effectiveness and
outcomes (see Fig. 1).

Figure 1 presents the questions about why complex or-
ganizations allocate resources to practices that have a
scarce or diffuse known relationship to organizational
objectives. In hospitals, such objectives are most often
linked to better outcomes of patient care. This case
study takes these questions into a hospital context in
Norway, and investigates why and how an emergency
department (ED) adopted and was certified in the ISO
9001:2008 Quality management systems — Requirements
standard.

150 9001 certification—what is it?

ISO 9001 certification can be seen as an external con-
formity assessment or control mechanism to assure and
regulate quality and safety in health care. It is often
compared to or described interchangeably within the
“family” of external assessment strategies for health care
organizations, and especially accreditation [19, 20]. The
common purpose of these external assessment programs
is to provide information and evidence that the
organizational system and performance conform to a spe-
cific standard, and both certification and acereditation pro-
grams award the assessed organization with a certificate on
successful conformity. Certification bodies and auditors
should strive to build confidence and trust through a prac-
tice rooted in impartiality, competent assessments, and de-
cisions based on objective evidence [21]. The ISO 9001
standard does not prescribe performance requirements.
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Ideal type
Policies, practices, and
outcomes are aligned

Means-ends decoupling
Palicies and evaluating practices are implemented in
practice, but loosely tied to outcomes

F " Adoption of the 150 9001 certification program
ormal . - . .
licies (Standardization, third party conformity
L= assessment, certification and re-certification)
Closely linked
Actual standardization and continuous follow-up
Daily on the organizational processes and systems
practices {change and retention) in accordanee to the IS0
9001 requirements
Scant evidence and
== uncertain relation
Intended R
outconte Improved outcome of patient care

Fig. 1 Possible means—ends decoupling for 150 9001 certification in hospitals. The figure is adopted and madified from Bromley & Powell [18]

Rather, it proposes generic requirements for structures and
systems that enable organizations to formalize production
or service processes into a series of procedures, and to con-
tinuously monitor, document and improve its efficiency
upon customer (patients) requirements and legal regula-
tions [22, 23]. An audit program has a 3-year audit cycle:
the initial certification process, two shorter “surveillance
audits” over the next 2 years, and then re-certification in
the third year.

Aim and research question

The aim of this case study is to explore external condi-
tions that may catalyze and trigger organizational change
[24-27], and internal sensemaking processes in the local
ED management [24] that led to the continuity and
change in favor of 150 9001 certification. The following
research questions guided the study:

— How do external environments contribute to an
adoption of IS0 9001 certification in an emergency
department?

— How does the local management make sense of the
certification process?

This paper reports on the sensemaking processes in an
emergency department in a Morwegian hospital under-
going 150 certification. By combining institutional the-
ory with sensemaking theory, the paper contributes to a
better understanding of how external pressure meets a
local conceptualization of quality management processes
in 150 certification.

132

Theoretical approach

The rise in certification and accreditation practices in
healtheare [17] reflects the shifting mode in regulation
(often a reduction in “hard laws” and directives), spread
and diffusion of modern management tools, and de-
mands for accountability and transparency in our con-
temporary society. In this case study, we treat the
interplay between the enforced internal control regula-
tions and voluntary 1S0O certification from the perspec-
tive of re-regulation (28] or decentered or plural
regulation [29]. Typical of such regulation is the trans-
formation into modes of governance'; with or without
governments, often transnational in structure, and
represented by non-binding “soft” rules and regula-
tions. Such soft regulations are often diffuse and lead
organizations to search for other means and control
mechanism [28, 30].

To study the interplay between mandatory regulatory
demands in healthcare and the voluntary adoption of
IS0 certification in a Norwegian hospital context, we
draw on the contributions of institutional and sensemak-
ing theory.

Institutional trigger

The present study emphasizes how macro institutional ele-
ments shape, trigger, or become situated by organizations
and individuals, but with less influence over the continuing
intra-organizational sensemaking processes [25, 27, 31].
People act and then use institutional structures to give
meaning to their actions. This perspective breaks with more
traditional perspectives where institutional environments
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place cognitive constraints upon organizations and intra-
arganizational processes by preclusion of other alternatives.
According to Weber and Glynn [25], there are three mech-
anisms in addiion to traditional cognitive constrains
whereby institutional context affects sensemaking: priming,
editing and triggering. Institutional contexts, in their view,
refer to both the external institutional environment and in-
stitutionalized structures or scripts within organizations.
People acting in situations extract cues to activate sense-
making processes. In this case study, we follow the trigger-
ing mechanisms [25] which relate to how contradictions,
ambiguities, and gaps inherent in stable institutional struc-
tures create puzzles that require people to search for mean-
ing. For example, the Norwegian healthcare regulation and
the international 150 9001 certification system represent
different institutional structures that when adopted are sup-
posed to constrain action. They also carry different legitim-
acy mechanisms that when adopted in different
organizational contexts have the potential to be ambiguous,
diffuse, or incomprehensible.

Sensemaking, turbulence, and change

The sensemaking perspective [24, 31, 32] helps to see
the micro processes that enfold when managers adopt
popular quality and safety programs, such as total qual-
ity management, six sigma, and LEAN management.
Adoption processes do not follow rational, instrumental
decision-making processes, rather they are filled with
constantly changing sensemaking processes in order to
give meaning to changing situations and outcomes
[31, 33]. Sensemaking is most evident when the world
is perceived to be different from its expected state or when
there are surprises [31]. Such diversity is described as
triggers or a discrepant set of "cues” [24] enacted by indi-
viduals. Cues can be small bits of information, events or
simple familiar structures, and people turn to earlier
scripts, schemes, or frames to ascribe meaning to cues
and decipher the situation. In other words, people are
guided by institutional constraints, organizational
premises, plans, expectations, acceptable justification, and
traditions inherited from predecessors [31]. Weick [24]
explains the sensemaking mechanisms that foster these
organizational processes as thoughts, feelings, and inten-
tions, the “intrasubjective meanings”, being merged into
“intersubjective meanings” through conversations. In
times of stability, individuals draw on common scripts and
frames to make sense of situations. But, in times of
turbulence and change, these “old” scripts no longer work.
A gap needs to be filled and an intersubjective or collect-
ive sensemaking process again becomes prominent.
People look for reasons to continue or resume their work.
In the search for reasons, sensemaking is about the
interplay of action and interpretation rather than the in-
fluence of evaluation on choice [31]. 1t is not about
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accuracy and truth, but about plausibility. People continu-
ally redraft their stories in their search for meaning, so the
stories become more comprehensive and resilient to criti-
cism, and richer in data. Important in our case study was
how a local project group constructed a story that we re-
gard as collective shared r ings. Shared ings is a
core theme for both crisis sensemaking and change sense-
making [26].

Methods

In this section we will describe the regulatory context of
Morwegian hospitals. Then we continue with design and
data collection and present our analytical framework.

Context and internal contrel regulation in Norway

The Ministry of Health and Care Services has the overall
responsibility for the specialized health care services in
Morway. Public hospitals are owned by the Government
and organized in four Regional Health Authorities
(RHA).

The regulation of quality and safety for health service
providers in Norway is based on a functional legislation,
outlined as enforced self-regulation [34], where different
regulatory requirements are based on an internal control
system |35]. Hospitals have in this perspective a great
deal of latitude to make decisions and set priorities
about their organization and services [36].

All hospitals, their service and health personnel, are
subject to supervision by the Norwegian Board of Health
Supervision (NBHS), through the 18 Offices of the
County Governors. The main supervision of hospitals is
performed as system audits, whose aim is to ensure and
control whether health services are complying with na-
tional acts and regulations. In practice it involves audit-
ing the health service’s internal control system.

In 2005, a RHA voluntarily adopted the ISO 9001 as a
guide for all its hospitals, in order to operationalize the
internal control system requirements [37]. It was argued
that an identified lack of follow-up on the internal con-
trol system could be connected with difficult conceptual-
izations, vague demands, and uncertainties about overall
quality management systems and its advantages [38].

Design
The present study is designed as an explanatory single-
case study [39]. For explanation building, we used a
narrative approach [40-45] and storytelling [46] to
retrospectively follow sensemaking during the local 1SO
9001 certification process of an ED in a hospital trust
in Norway. The process ran from autumn 2008 until
spring 2012.

An overall story or narrative was produced during the
research process. It illustrates how those involved in a
local project group collectively made sense of the
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practices and experiences that unfolded during the certi-
fication process. The stories and meanings that the in-
formants provide about past experiences can in itself be
seen as a sensemaking process, as the nature of sense-
making builds upon frames that continuously change as
the informant act and acquires experience [24]. The nar-
rative can as such be seen as a co-construction between
the informants and the author (the researcher), in
addition to stories from documents (artefacts), and are
constructs through which events are made sense of
rather than just representations of these processes [40].

Sample and data collection

The case study relies on data produced from qualitative
interviews and documents [39, 47]. An initial explora-
tory interview was conducted in June 2011. Then docu-
ments and informants were selected for further study.
Data derived from documents took the form of minutes
of meetings and reports that were made available by in-
formants and official websites (Table 1). The main data
collection was performed during spring and autumn
2012,

Twelve informants were firstly purposefully selected.
All were managers and key personnel in the ED, head of
clinical and service departments, key personnel in the
certification process, and the project management in the
Regional Health Authority. After conducting eight inter-
views (Table 2), a distinct picture of the key local project
management for the certification process could be
drawn. The eight interviews revealed a distinct local or-
ganizing and sensemaking process, especially that of the
local project management (and the local ED manage-
ment, since managers were represented in the project
management).

Semi-structured interviews were conducted in June
and August 2012, according to an interview guide and
centered upon three themes: (1) the subjects’ role, the
organization, and aspects concerning quality and safety

Table 1 Data sources—documents
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work; (2) the certification process and its results; and (3)
how IS0 9001 standard and certification was understood
in relation to formal quality and safety regulations and
management tools. Open questions were generally used,
often followed by either preplanned or ad hoc probing
questions, in order to help subjects to recall and tell
more detailed stories about the 1SO certification process
and their experiences.

Amnalytical framework and process

Organized sensemaking is primarily a process theory.
When conceptualized organized sensemaking can be
treated as a sequence of “ecological change—enactment—
selection [and]—retention [31]”. Ecelogical changes in this
context are treated as both intra- and inter-organizational
environments. In the organizing process of enactment,
people are shaped by environments and sense anomalies
that are “...triggered by discrepancies and equivocality in
ongoing projects, |and] begin to change the flux of circum-
stances into the orderliness of situations” [31]. Selection is a
process of narrative reduction where possible meanings are
reduced and generate a tentative and plausible story. In re-
tention the plansible story is connected to past experience
and fit with identity, and such makes a new script or cogni-
tive frame that feeds back to the prior processes. In this
case study we have applied the following analytical categor-
ies, modified, and adopted from Steyer et al. [48], that aims
to emphasize the key elements in organized sensemaking
processes [24, 31, 49] (See Fig. 2):

Frame (retention): Involves cognitive frames (retained
plausible stories, such as acquired from work, training
or life experiences) and formal frames (eg., categories,
plans, procedures, organizational structures, and arte-
facts). Frames are sources of guidance for interpretation
and action,

Cue: Information or event extracted from the environ-
ment by actors. People ascribe meaning to cues by relat-
ing them to frames.

Data source Type of document Year Docurment title

Momwegian Board of Health Report 2007 Report from supervision of adequacy and quality in the

Supenision - Office af the emergency department in somatic spedalist health senvice

County Governor in oo hospital

Monwegian Board of Health Report 2008 “While we are wailing. .. "—do patients recefve adequate

Supernvision treatment in accident and emergency units?

Regional Health Authority and Praject description 2008 Accreditation in emergency departments *. . For gooed and

Monwegian Acoreditation equal health senices™

Momwegian Acoreditation Seclor Report 200 Report from the Norwegian Accreditation Sector Commitiee

commities P14 Emengency P-14 Emergency Departments

departments

Monwegian Accredilation Guidelines (induding special or 2010 N& Doc. 59 Guidelines of 1503 90012008 for Emergency
exterded scope of requirernents) Departrments

Emergency Departrnent Minute 20 Evaluation meeting about 150 centification of the emergency

department QB0210.
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Table 2 Data sources—interview subject profiles
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Forrmal pasition

Role in the certification project

Formal education

Head of Department, ED

Head of Section, ED
Head of Unit-1, ED

Head of Unit-2, ED
Cuality Advisor, Quality and

Leader of the local project group, and the

local pilot projects (EDs) representative in the

owerall regional project organization
Member of the local project group

Member of the local project group

Mermber of the local project group
Membes of the local project group

Intensive cane nurse, Master of
Management

Intensive care nurse, Master of
Management

Nurse, Onogoing (2017) Master of
Management

Ernergency care nurse

Murse, Master of Management,

research depariment
Froject Leader, Fegional Health
Authority

ermergency departrent
Head of quality and research
departrment

Head of doctors, Depanment of
internal medicine

project group

of intemal medicine

Project leader in the overall regional project
and focal point for the locl pilot project in the

Alocated personned (o the local certification

Managed doctors working in the Department

Cuaity studies
Nurse, Master of Health
Adrministration, Cuality studies

Unknawn

Murse

Discrepancy: Equivocality and discrepancies between
cues, and between cues and frames. It gives an occasion
to search for and reconsider a meaning. It is related to
the question “same or different” [31]. When a situation
feels different, it activates a search for meaning.

Concern: A tentative plausible story (e.g., an opportun-
ity, problem, perceived uncertainty, issue, or contro-
versy) that the individual or group pay attention to.

Action: Through action, people produce parts of their
environment and are “making” what is sensed [24].
People also enact what has been made sense of back into

the world. In this study the main actions are identified,
while acknowledging the challenge of simultaneously
identifying both action and cognition [48].

Our analytical process follows the principle of “narrative
analysis” proposed by Polkinghorne |50, incorporating
analytical features from Boje's [45] causality analysis in an
antenarrative perspective. Our narrative follows the char-
acteristics of a narrated plot |42, 45, 50|, where beginning,
middle, and ends of the story come into being, Such retro-
spective reconstruction often starts with the outcome as a
starting point for how this event came about. In this case

Cues
(E.g.; Nenconformities
from supervision; a
diffuse regulatary

Frames (formal)
{E.g.: Internal control
regulation; external
supervision; 150 9001

Discrepancies
(E.g.: The top management
got more Interested in
department challenges;
unfamiliar tetminelogy in the

Concerns
{E.g.: The management needed concretization
of the IS0 standard; questioned the need for
further external re-certification when already
certified and apparently raised the system to an

ESIETE o IS 150 standard) acceptable level)
Frames (cognitive)
- (E-g.: A sense that new
Ecological I N . " experiences made the
it »  Sel * Retention
change ' management capable of

continuing improvement

Actions

work on their own;
seelng nenconformities

as useful for further
improvement)

(E.g.: The management started to -+
look for organizational solutions;
lation and oper lizati
of the 150 standard)

from the present case study are pul in parenthesis in each callout

Fig. 2 Analytical categories. The anatytical categories (shown in callouts) are used in this case study o emphasize the key elements in the conceptual
redationship armong snactrnent, selection, and retertion [31). The figure is adapted from Jennings & Greenwood [66] and Weick 1979 [31] Barmples
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study the guiding outcome was the ED's adoption of [SO
9001 certification. Our first analytical step was to arrange
the data elements chronologically and construct a baseline
story. The baseline story was modified in an ongping
process along with a repeated reading of the interviews. In
our next step we identified elements that are contributors
to action and outcome [50]. Here the baseline story was
categories into our analytical framework (Fig. 2). Our final
analytical step was an ongoing construction (writing, cat-
egorizing, and rewriting) of the narrative into a femporally
patterned whole [50]. We have visualized in brackets the
categorization in the final narrative presented in this
paper, to make the analytical process more transparent.
To ensure trustworthiness, the narrative, with its analyt-
ical categories, was sent by e-mail to six of the informants,
who confirmed the narrative. Only slight changes in the
narrative were done after the informants’ responses.

Results

The story of change

The following story is presented in two stages. The first
outlines the initial establishment of the external project
that initiated the pilot process in the ED. The second
narrates the intra-organizational sensemaking that con-
tributed to continuity and change in favor of 150 9001
certification.

Following up on unacceptable conditions in emergency
departments

In 2007 the MNorwegian Board of Health Supervision
(NBHS) carried out a countrywide supervision of 27 out
of 54 hospital emergency departments in Norway, and
concluded that in general, there was a lack of manage-
ment responsibility for ensuring that daily tasks were
planned, organized, carried out, and improved in accord-
ance with legislative requirements [51]. The NBHS de-
scribed the situation as unacceptable and required the
management to take action.

Az a direct follow-up of this report the Norwegian Ac-
creditation (NA)* and one Regional Health Authority
(RHA) initiated a collaborative project. lts objective was
to set a standard that EDs could use to ensure and im-
prove internal control and management systems, and for
accreditation or certification purposes [52]. A sector
committee” including an administrative project organization,
the regional project group (RPG), was established in the

Page 7 of 14

build upon or implement, and decided on the ISO
9001:2008 Quality Management System - requirements
standard, with its additional guidelines for use in health
services |[23]. The main reason was that the [SO 92001
was in compliance with the current Morwegian internal
control regulation. Two ED was chosen as pilots for the
project, in order to (1) identify core processes and risk
areas to specify new requirements for EDs and (2) be-
come 150 9001 certified and meet the new require-
ments. One of the EDs ended the process before
becoming certified, and the other, whose story is told in
the next section, became certified in 2010 |53].

The initial phase

The ED had struggled for years with a heavy and chal-
lenging patient flow, and worked to improve the system
without acceptable results [frame]. During this time
there had been a change towards more attention to qual-
ity improvement and control, both through central, re-
gional, and local initiatives. The RHA had become more
explicit on requirements about, among others, waiting
time for patients, patient safety, and prevention of infec-
tions [frame]. The ED was also in the middle of a re-
building and merging process to take over the
emergency functions from another hospital. The volume
of patients was high, they were kept waiting, and there
was not enough beds [concern].

The ED got two nonconformities from the country-
wide supervision that required managerial follow-up.
The first nonconformity pertained to the accumulation
of patients that could lead to failure of treatment; the
second was related to the examination conditions in the
ED, which did not ensure adequate protection of confi-
dentiality, patient integrity, and information exchange
[cue]. The challenges in the ED were once again
highlighted [cue] and the hospital top management be-
came more involved in resolving these challenges [dis-
crepancy]. The ED once again started to look for
solutions and make efforts to improve patient flow
[action].

Some months after the report from the NBHS, the
hospital trusts in the RHA were asked to participate in
the pilot project. The ED was then asked by their hos-
pital CEQ [cue]. The Head of Department had a quick
consultation with middle managers in the ED, and the

spring of 2008.

The sector committee was composed of representa-
tives from all the RHA, NBHS, and other professional
experts, and their work took place from August 2008
until March 2010. The new accreditation standard for
EDs was supposed to concretize the generic require-
ments in the legal internal control regulation. The com-
mittee considered different management standards to
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P was “Yes, let us jump on it" (Informant Y).
They immediately decided to participate in the pilot [ac-
tion]. Their expectation was to get the assistance to
work systematically to resolve the challenges in the ED
[concern).

The process in the ED started in autumn 2008. The
first meeting was represented by people from the hos-
pital who delivered services to the ED (eg., physicians
and the X-ray department) in addition to people from
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the regional project group. The intention was to anchor
the project with concern to those departments that de-
livered services to the ED, and not just the ED in isola-
tion |concern|. Especially, the integration of physicians
was considered important |concern]. The head of de-
partment was the hospitals representative in the RPG
and was highly involved in the development of the new
requirement for EDs during spring 2009. She also be-
came a key actor and a primer for the local pilot
throughout the project.

During spring 2009, the ED established a local project
group (LPG) led by the head of department and three
middle managers [action]. At that time they did not
know what to expect, other than they would be assessing
and describing processes, identification of system vulner-
abilities, and implementation of relevant actions in the
ED [discrepancy]. In any case, they immediately threw
themselves into the work, starting to describe processes
and identify vulnerabilities [action]. After a while they
were made aware of [cue] that the pilot project would
involve the use of the 150 9001 standard |discrepancy].
Then they realized their need for local assistance about
developing quality management systems [concern]. A
quality adviser from the Quality and Research Depart-
ment integrated in the LPG [action]. The main work on
150 9001 certification began in the summer of 2009.

The standardization and certification phase:

Page 8 of 14

very much; however, they did the last part in order to
push us all the way to the end. (Informant Z)

Mone of the LPG members had experiences [frame]
with ISO 9001 standardization and certification pro-
cesses [discrepancy], except for one member of the qual-
ity department, who became an important “translator”
|cue| of the ISO standard during the pilot project. The
standard needed contextual adaptations to be legiti-
mated in the ED [concern|. Terms like risk assessments,
measuring, monitoring, and recording are obvious
concepts and parts of an ISO quality management sys-
tems, but it was an unfamiliar terminology for the LPG
|discrepancy]. The additional ED requirements devel-
oped during the project became important concretiza-
tions of the IS0 9001 standard and the internal control
regulations. It generated a contextual translation [cue] of
rather general requirements [discrepancy| and so ordi-
nated a meaningful operationalization in the ED [action].
As “newcomers” [frame], the LPG needed concretization
|concern|.

The LPG referred favorably to the certification body.
In the first phase of preparing the ED for the initial
onsite document review, there was a large amount of e-
mail between the ED and the certification body. The
hospital received much advice and help on how to
improve the organization [cue]. The auditors were
considered very detailed, sometimes almost too much

autumn 2009

The LPG worked enthusiastically and intensively, espe-
cially in July and August 2009. Most of the group mem-
bers worked extra to complete the work [action]. The
rest of the employees in the ED were less involved, limit-
ing their participation to some ad hoc working groups,
such as those to establish and revise procedures. Even
though the LPG had agreed that the main intention for
the ED was to review their management systems [frame],
there seemed to be a clear awareness among the LPG
members that the hard work on standardization con-
sisted of taking steps towards certification [concern].
They had an opportunity for external help with improve-
ment work, and this extra focus [cue] seemed to gener-
ate actions and a desire to demonstrate that they now
were able to succeed [concern].

[1]t was a combination of several things. [...]| When
the crisis is big, it's even more important to get things
done. It's a motivation in itself to do something—that
was important. We were selected from the Regional
Health Authority to accomplish this—that was an
important element. [...] It turned out just like a
competitive element, just like: "This is something

we can master’. Clearly, much was done before the

certification body came in. We had been working
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[discrepancy], especially during document reviews and
the certification audit. At the same time the auditors
created confidence with their detailed knowledge and
ability to identify salient points and ask guestions about
the documents and systems [cue]. They also transferred
experiences from other organizations and brought expert
knowledge on systems and change processes. The LPG
experienced the certification process more as guidance
than as control [discrepancy].

It was a turning point for the LPG when they re-
ceived feedback from the certification body and
gained experience from the standardization process it-
self [cue| that changed their understanding of systems
that they had considered well-functioning: “things that
we took for granted” (Informant Y), but were not
good enough [discrepancy]. They started working dif-
ferently with their systems [action] which generated
an improved overview of their organization and tasks
[cue], the number of procedures was reduced consid-
erably [cue], and explicit objectives for improvement
was created [cue]. The latter was a shift from deserib-
ing objectives in general concerns, like “we should be
better at...” to develop measurable objectives that
could be monitored. The entire improvement and cer-
tification process [action] was considered as an im-
portant help [frame].
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The initial countrywide supervision pinpointed the
responsibility of other professions, especially physi-
cians, to hold them accountable for the challenges in
the ED [cue|. The emphasis on creating descriptions
and visualization of core processes in the ED [action]
made the department more visible and the process
was considered a key to the shared understanding
and commitment among leaders in other departments
|cue]. The certification body drove this accountability
concern further, and mutual contracts with “service”
departments (including physicians) was a requirement
for certification [cue|. “A milestone could be seen
when agreements with other heads of departments be-
came evident” (Informant X).

There were some worries among the employees in
the ED about the perceived absence of management
|cue|, but the LPG did not enact any significant op-
position either inside or outside the ED [cue|. The
fact that the ED} was a part of the pilot project and
was supposed to [frame| organize for and deliver a
service that was certifiable |discrepancy] was regarded
as an important driver, not just for the LPG but also
for other professions outside the ED that participated
in working groups. It seemed that “no one” would
contribute to the failure of a certification status, espe-
cially since it was decided at the top of the organization
and as a direct follow-up of the external supervision
[concern).

[T]he symbolic perspective of certification is just as
prominent as the rational. I believe that, and that’s my
conclusion. Much of the things that we initiate are
like that. Symbolic perspectives should not be
underestimated (Informant 7).

After following up on the nonconformities that were
given during the certification audit, the ED finally re-
ceived its first 1SO 9001 certificate in January 2010.

The time after: winter 2010-summer 2012

According to the managers and the LPG, the 150 certifi-
cation process generated improvement of the manage-
ment system; however, a direct impact on patient
treatment was hard to demonstrate [frame]. 1SO 9001
was considered as a managerial tool [frame]. When the
revised management system was contrasted with the
situation before certification, it illustrated both positive
practical implications and improved daily organizing of
the ED [frame]. The ED management started talking dif-
ferently about quality improvement, and used terms and
explanations that had originated from the standardization
and certification process [action]. They were proud of
their achievement and gladly shared their material and ex-
periences. The 1SO standard and the additional
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requirements for EDs were not considered the optimum
way of organizing, but it was treated as one way, among
many others, that generated system improvement |frame]:

|T|he fact that we are 1SO-certified —as 1 say: We have
put some things in place; it is easier to find, easier to
breathe, you don't need to doubt, you don’t have to
look; it is helping to create those secure frames. So
that those who work within these frames are given

the opportunity to flourish in the face of the patient.
(Informant W)

Even though the LPG considered the certification
process to imply system improvement [frame], they did
not expect that the employees would perceive quality
improvements, or associate system changes with the 150
certification [concern], since the certification process did
not really affect the daily operations and patient treat-
ment. At least two other quality improvement initiatives
(triage and nurses’ continuing education) were initiated
in parallel with the certification process, and these were
considered to have more positive association with
improved treatment quality compared to the 150 certifi-
cation [cue).

The ED underwent two yearly surveillance audits®
conducted by the certification body after the initial certi-
fication audit. These external assessments were consid-
ered important for sustainability of quality improvement
[cue], even though the management understood that
quality improvement should be part of everyday practice
[discrepancy]. Whether these audits needed to be per-
formed by a third-party certification body was not con-
sidered of major importance, and neither was the
importance of the certificate in itself [Frame].

The ED management started to question the need for
further use of an external certification body [concern].
These concerns were based on (1) negative experiences
from the latest surveillance audit, where a new team
from the certification body conducted the audit [discrep-
ancy], (2) the costs and resources spent [frame], and (2)
having brought their quality management system to an
acceptable level. The ED management had generated
knowledge that enabled the ED to perform ongoing
systemn improvements on its own [frame]. However,
some sort of external audit was considered necessary
[concern]. Internal audits performed by the quality de-
partment in the hospital was in theory considered equal
with external audits, but in practice the external audits
(eg., by a certification body, NBHS, or the RHA) had
stronger impact and triggered more managerial action
than internal audits [discrepancy]. Managers from the
LPG changed their perspective on audits, from seeing
them as a way of controlling organizations to something
useful for sustainable improvement [frame]. They started
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asking for internal audits and acknowledged the possibil-
ity of letting someone outside the department assess
their systems and give feedback [action]. Nonconfor-
mities were used as means for further improvement
|frame|.

[Flor the last couple of years we have requested
audits, when there are things we are questioning. [...|
It’s not so frightening anymore, and we see that it’s
very useful for us. That | think is a result of the
process. We are not so afraid of getting nonconformities,
and see that these [nonconformities| are things that we
can work on. (Informant V)

Discussion

As a result of the countrywide supervision, the Norwe-
gian EDs were turned inside out in ways that made it
obvious to ask whether it was safe to be a patient there.
The turbulence did not lead to additional formal na-
tional inquiries or major policy changes that we have
seen from turbulence or health care crises in other
countries [54], but it was thoughtless disruption or tur-
bulence that was a powerful occasion for organizational
change [26]. The story of the adoption of an unfamiliar
set of organizational requirements (ISO 9001), that had
a quite circumstantial influence on the local ED manage-
ment, fits at first glance into the picture of sensemaking,
where action and interpretation rather than evaluation
on choice were present in the first face of the adoption
process. A quick decision to become part of the pilot
project was taken in the face of longstanding challenges
in the ED related to patient flow and management sys-
tems. These challenges had become a frame of reference
for the management, and different initiatives to resolve
them had become discrepancies between what had been
expected and the reality. It was not a surprise or a shock
that prompted sensemaking, but ongoing discrepancies
as circumstances great enough to expect people to ask
for what is going on, and what should they do next. This
situation challenged the management’s social and shared
identity [24, 26, 31], as they were responsible for the
quality and safe running of the ED. Such an internal tur-
bulent environment can in itself be treated as a trigger
for managers’ engagement in sensemaking towards that
specific challenge or threat [55]. The importance here is
how the external environment triggered sensemaking
processes that initiated the adoption, continuation, and
change in favor of 150 9001 certification and additional
standards. Four external triggers are identified. The first
two external triggers (nonconformities and regional cer-
tification project participation) were situational-specific
and present initially in the process. The last two triggers
are institutional in nature [25], derived from perceived
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ambiguities in relative stable institutional structures (the
current internal control regulation and the I[SO 9001
certification). These ambiguities triggered sensemaking
processes around continuity and change (the organiz-
ing processes) towards internal control systems and
certification.

Situational triggers

The first trigger relates to the nonconformities from the
countrywide ED supervision. For the ED management,
the nonconformities did not cause disruption, but rather
verification of known challenges. What they now per-
ceived as different from earlier (a discrepancy), was the
increased focus upon these known challenges and turbu-
lence from the hospitals top management. Treated
institutionally, such an increased focus can be explained
by demands to follow up on nonconformities through
institutional coercion [56, 57| or regulatory enforcement
[58]. But in the sense that these onsite supervisions are
ad hoc initiatives, most often with years in between, they
also have the potential to cause careless disruption or
surprises for organizations that can offer strong occa-
sions for sensemaking. Basically, it can be an interrup-
tion produced by new and unexpected circumstances
[24]. This seems to be true in this case study, where the
received nonconformities made known challenges
“visible" [59] for other parts of the organization and es-
pecially the top management, and so triggered further
actions for control and accountability.

The second trigger relates to the way in which external
possibilities for assistance and support led to “quick” ac-
tion and interpretation. The ED managements uncer-
tainty about proper solutions threatened their social
identity. The external possibilities for support prompted
almost immediate action. Organizational uncertainty can
be seen as a form of ignorance or an inability to extrapo-
late current actions and therefore foresee future conse-
quences [24]. Such occasions lead people to construct
processes of sensemaking to reduce that ignorance.
Plausibility and belief about current action, rather than
accuracy about the future, are salient in such sensemak-
ing p es. Early available sources and information
that gave some sort of plausible directions for the ED,
replaced uncertainty about the future, with more cer-
tainty about the present, and as such made it possible to
continue. The shared belief among the ED management
prompt action, rather than change resistance, that often
are seen in organizational change when identity is
challenged due to identity replacement, updating, or
transformation [26, 55].

Institutional triggers
The third trigger relates to institutional structures in the
current internal control regulation. Adoption of internal
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control system has shown to be a challenging task in
health care [60], and the ED did not have a system that
was clearly built up around a fulfillment of these regula-
tory requirements. Finding solutions to operationalize
these requirements was inherent in the pilot project.
The LPG’s work on concretizing the requirements and
developing additional requirements for EDs set in mo-
tion important sensemaking processes about the internal
control regulation. The internal control system is
founded in a functional legislation [34, 61] with a wide
scope and possibiliies for organizations to choose
among a variety of tools for quality and safety work [62].
It is a form of soft regulation that can be (too) diffuse
and therefore trigger organizations' search for control
|28, 30]. It becomes a question of transparency and ac-
countability [59], not just in the eyes of external actors,
but for the organizations themselves. Because making
things transparent is not just about documenting and
open the “curtains” for direct insight, it is also about
adopting new technologies that make organizational per-
formance visible [59]. The process of concretizing the
requirements in the internal control regulation that the
LPG performed was such a necessary visualization that
gave meaning to their own system and processes [32].
When analyzed from the perspective of Weber and
Glynn's [25] institutional trigger mechanism, we see that
the stable institutional structure inherent in the regula-
tory system became ambiguous for the LPG and trigged
further sensemaking that made organizing possible.
These findings support other research arguing that a
lack of competence on developing internal control sys-
tems makes it difficult to adapt to the internal control
regulation in Norway [60].

The fourth trigger relates to the institution of 150
9001 certification. The present case study shows that the
1S0 9001 standard consisted of general and unfamiliar
concepts and systems that triggered the LPG to find
ways to translate and contextualize these ambiguities, in
their efforts to make sense of the standard. Seeing the
IS0 standard as a trigger relates to the same institu-
tional triggering mechanism as for the third trigger.
What is different about the institution of 1SO 9001 certi-
fication is that it involves auditing process performed by
external auditors, and therefore integrates direct feed-
back mechanisms that are interlinked with sensegiving
perspectives [31, 63] or mechanisms on how institutions
edit sensemaking [25]. Auditors control, negotiate, and
guide during their interactions with the organizations,
and those tasks give auditors room for different interpre-
tations and conducts of their same auditing role. Con-
cerns about interaction are important, because research
on accreditation shows that when health professionals
are given the opportunity to participate in assessment
contexts that are collaborative and supportive, it can
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self-reinforce a collaborative quality and safety culture
|&4]. These considerations on the auditor-auditee en-
counter may also underpin our present findings where
there was a perceived discrepancy between the conduct
of the first audit team (performing both the initial certi-
fication audit and the first surveillance audit the first
year) and the conduct of the last surveillance audit team
the second year. The first team was perceived by the
LPG to have real impact upon the standardization and
improvement work in the ED. The conduct of the sec-
ond team was so different that it made the ED manage-
ment question the reliability of the certification process
and the meaning of renewing their certificate.

A recent study [65] on stakeholder perspectives identi-
fied four factors that seemed important to increase the
likelihood of a successful implementation of accredit-
ation: (1) the program is collaborative and valid and uses
relevant standards; (2) that accreditation is favorably re-
ceived by health professionals; (3) that healthcare organi-
zations are capable of embracing accreditation; (4) and
that accreditation is appropriately aligned with other
regulatory initiatives and supported by incentives. These
findings highlight external regulatory structures and
intra-organizational factors that seem to be in line with
findings on triggers and organizing perspectives related
to certification in our study.

Limitations

This single-case study is limited to meaning making pro-
cesses within a single emergency department in a single
hospital in Norway. The small sample is a clear limita-
tion of generalization from this study.

Conclusions

Certification and accreditation are widely used for gual-
ity and safety in health care but also questioned in re-
spect to their assumed effects. This is a challenge for
policymakers since these regimes can have a circumstan-
tial impact upon different parts of the organization. The
present case study shows that the adoption of the 150
9001 certification in an emergency department was not
led by a comprehensive decision-making process. It
shows that an exogenous disruption visualized long-
standing organizational challenges that threatened the
managements shared identity. Again a search for mean-
ing became prominent. The occasional possibility for
help through an external standardization and certifica-
tion project was a plausible solution that led to immedi-
ate action, and reduced uncertainty. Further, the case
study shows that the relative stable institutional require-
ments that are inherent in the internal control regula-
tion and the certification standard were unfamiliar and
ambiguous and therefore triggered local sensemaking
processes for a contextualization of these regulations
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and standards, which made the continuation and change
possible. It also led to the acknowledgment of external
assessments or audits in general as useful for improve-
ment wark,

When considering implications for further theory de-
velopment, we see that the institutional trigger mechan-
ism in Weber and Glyns® [25] framework contributes to
explaining the occasion for sensemaking. There is a need
for more research that can refine this institutional mech-
anism (in addition to institutional constraints) and in-
form explanations of why some regulatory institutions
give rise to (trigger) adoption of different modern man-
agement tools (e.g., certification or accreditation). These
considerations are important, because when organiza-
tions adopt new management tools, they seldom
abandon others. This can lead to even more complex
health care.

Endnotes

'Governance in this perspective refers more to the
neoliberal approaches inspired by rational choice theor-
ies and governance as networks within the institutional
tradition, than to a decentered theory of governance
underpinned by postfoundational philosophy and demo-
cratic stands [67].

*Norwegian Accreditation (NA) is the Norwegian body
for accreditation of laboratories and sampling organiza-
tions, certification bodies, inspection bodies, and envir-
onmental verifiers. NA represents Morway on three
European and international bodies—the European co-
operation for Accreditation, the International Laboratory
Accreditation Cooperation and the International Ac-
creditation Forum. NA is also the Norwegian monitoring
body for Good Laboratory Practice (GLP) inspections,
according to OECD's GLP principles (http://www.akkre-
ditert.no/en/om-oss/, accessed 12, February 2014),

*Norwegian Accreditation establishes different sector
committees, often broadly represented, when the aim is
to establish a new standard on a new domain or sector.

“Surveillance audit is a yearly onsite audit so that the
certification body can maintain confidence that the certi-
fied management system continues to fulfill require-
ments between (re-)certification and re-certification [21].
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Abstract

Background: Hospital certification is an external assessment mechanism to assure quality and safety systems.
Auditors representing the certification body play a key role in certification processes, as they perform the
assessment activities and interact with the involved healthcare organizations. There is limited knowledge about the
approaches and methods that auditors use, such as role repertoire, conduct, and assessment practice. The purpose
of this study was to explore auditors’ practice in hospital certification processes, guided by the following research
questions: What styles do auditors apply in hospital certification processes, and how do auditors perceive their role
in hospital certification processes?

Methods: The study was performed in two stages. In the first stage, non-participant observations (59 h) were
conducted, to explore the professional practice of three lead auditors in certification processes of Norwegian
hospitals. In the second stage, semi-structured interiews were conducted with these three observed lead auditors,
The role repertoires and conducts identified were analyzed by using a deductive approach according to a surveyor
(equivalent with auditor) styles typology framework.

Results: Two distinct auditor styles (“explorer” and “discusser”) were identified among the three studied auditors.,
Both styles were characterized by their preference for an opportunistic and less structured type of interview
practice during certification audits. All three auditors embedded a guiding approach (reflections about findings,
stimulate improvements, experience transfer from other industries) to their perception and practice of certification
audits, interacting with the auditees. The use of group interviews instead of individual interviews during certification
audits, was the rule of their professional practice.

Conclusion: The auditors' perceptions and styles demonstrated a multifaceted certification reality, in contrast to
what is often presumed as consistent, stringent and independent practices. These findings may have implications
for reliability judgements when developing hospital certification programs, and for the refinement of the current
framework used here to study the different auditing practices.

Keywords: Certification, 150 9001, Auditor, Surveyor, External assessment

* Comespondence: dagl johannesenguiano

'Department of Economic, risk management and planning, University of
Stavanger, A036 Stavanger, Nomway

“Department of Health and Mursing Science, University of Agdes, 4604
Kristiansand, Morwsy

Full list of author information is available @ the end of the anicle

0 The Muithers) 2000 Open Access This atiche is licersed under o Crestive Cosrunons Mbibuion £0 nteenationad |ice e,
which pesmits use, shasing, adaptation, dismibiion and reprodiction inany medum or fonmeat, as long as you ghe
‘appeopeiate oedit to the orginal authorls) @nd the souroe, proside a link to the Creative Commons licence, and indicate §
changes were e The images or othes i party matesial in this articke are indhded in the amicls's Comtive Comimons
licence, unless indicated othervwtse In 2 credin Bne to the materal i matesial & not included in the amide’s Creative Comenons
licence and wour intended wse §s not penmitted by sEtutory segulation or exceeds the permitted use, you will need to obeain
penmibsion dircly fom the copyvight holder, To view @ copy of this icenoe, vieslt hapoffereativerommon o ficenses/ by 4 0
The: Creative Commons Public Domain Dedication wahes (h TATITIONS faeraf1.04) applies 1o the
data made availsble In this article, uriess othenwise stated in a medit lire to the data.

146



Article 11

Johannesen and Wiig BMC Health Services Research (2020) 20:242

Background
150 (International Organization for Standardization)
9001 Certification is used for external assessment of
quality and safety systems in health care. It is often asso-
ciated with accreditation and other external assessment
programs for health care organizations [1-6]. In these
programs, external assessment bodies collect evidence to
assess whether organizational systems and performances
are following recognized standards and most often pro-
vide a certificate on successful compliance with the
standard. In addition, many programs intend to add
value and support improvement in organizations. Audi-
tors, equivalent with surveyors, inspectors, assessors,
evaluators, or visitors in other programs [6-8|, are key
to certification, as they perform the assessments and
interact with the involved healthcare organizations. In
150 9001 certification, auditors assess conformity to re-
quirements for quality management systems, and as with
most other external assessment strategies their main
methods to collect information include interaction with
the certified organization through interviews, observa-
tions, and review of documentation and records [9, 10|.

Concerns have been raised related to arguments of
scarce evidence of the benefits from external assessment
programs, and the wide use and amount of resources that
healthcare services allocate to these programs [11-14].
There are contrasting views about accreditation programs
among health care professionals. Some view these pro-
grams as effective for development of organizational pro-
cesses and patient safety, while others have concerns
about the bureaucratic burden, the financial and human
resources that are required, and the efforts to meet a large
number of standards [15]. There is scarce evidence of the
impact of care outcome measures [13, 16]. However, pre-
vious research has documented how accreditation has po-
tential impact on organizational processes, changes in
professional practice, and cultural change concerned with
quality of care [17-19] and that certification and accredit-
ation may be better than no external assessment when as-
sociated to hospital outputs and quality and safety
structures [3, 20]. Furthermore, previous research has
demonstrated that hospital accreditation and IS0 9001
certification were not significantly associated with
evidence-based clinical care, but had significant benefits to
patient safety systerns and processes, such as clinical lead-
ership and clinical review [21]. Other studies showed how
admission to a fully accredited hospitals can be associated
with a lower 30-day mortality risk compared to admission
at partially accredited hospitals [22] and that a frequent
accreditation cycle may have positive impact on maintain-
ing hospital quality [23].

Despite growing evidence of the effects from certifica-
tion and accreditation in healthcare, little is known about
practices and mechanisms involved in the interactional
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processes between assessment bodies and healthcare orga-
nizations in external assessments. In external assessments
systems, such as 150 certification, the auditors’ experi-
ence, selection of auditors, training, support and motiv-
ation may influence the performance, style, and reliability
of the auditing (assessment) practices |6, 8, 24-26]. The
approach and methods that auditors use in their assess-
ments and verification processes, such as role repertoire,
auditor’s conduct (e.g., inspection or guidance) and assess-
ment practice need further exploration [15, 25, 27-29],
Exploring these matters may identify elements that can be
beneficial for training, development and consistency of
certification programs both within and between certifica-
tion bodies, and for further research. For healthcare orga-
nizations and policy makers it may benefit from the
transparency and insight into these widely used means,
often involving for-profit certification bodies, to monitor,
assure and improve performance in healthcare. Transpar-
ency and insight make it possible to better judge for what
grounds certification decisions are made, and for fairness,
and reliability. Insight into auditing practices is also im-
portant in order to meet requests for more flexible and
context dependent external evaluation programs that are
relevant for future changes in healthcare and to meet de-
mands for user involvement |30].

The purpose of this study was to explore the audit
practice as perceived and performed by auditors in one
certification body involved in hospital certification pro-
cesses in Morway. The following two research questions
guided this study: (i) What styles do auditors apply in
hospital certification processes, and (ii) how do auditors
perceive their role in hospital certification processes?

By exploring the ways in which auditors perceive and
perform their role in three hospital certification pro-
cesses this study contributes with valuable insights into
the practices and approaches of a for-profit certification
body that often can be challenging to get access to. The
exploration reveals different role repertoires and profes-
sional conduct among the auditors from the certification
body. We discuss how this influences further research
and development of future certification processes, and
highlight the implications for policy makers.

150 9001 certification: the normative framework and the
certification process

150 9001 quality management system certification is a
third-party conformity assessment (audit) against re-
quirements in the international standard 15O 9001
Quality Management Standard — Reguirements [31, 32].
In health care, IS0 9001 certification is applied to entire
organizations and to their individual departments. The
requirements for certification bodies and their auditors
are stipulated in the international standard ISO/IEC
17021 Conformity as -~ Requi ts for bodies
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providing  audits and certification of management
systems 9, 33, 34|. The standard intends to ensure that
certification bodies operate management system certifi-
cation in a competent, consistent and impartial manner,
and “the overall aim of certification is to give confidence
to all parties that a management system fulfills specified
requirements” [34]. The standard emphasizes consistency
both in audit program processes and in the reporting of
results, and certification decisions should be based on ob-
jective evidence, Impartiality is described as a necessity for
certifications that instills confidence |34, 35|, and the
management and control of impartiality are required for
certification bodies. The normative standard for third-
party conformity assessments is underpinned by the guid-
ing principles in the generic guidelines for auditing man-
agement systems [36].

An audit program has a three-year audit cycle: initial
certification, surveillance audits in the first and second
years, and re-certification in the third. The on-site audit
activities include an opening meeting to introduce the
audit team, confirm the andit plan and scope, and to
verify the procedures and communication that are used
during the audit. The next phase is to collect and verify
information pertinent to the audit objectives, scope and
criteria and prepare audit conclusions. Methods of col-
lecting information include interviews, observation of
processes and activities, and review of documentation
and records. The 150 standards presents interviews as
one of the main methods to collect information, but do
not describe the method in detail or explicitly refer to
one respondent interviews or suggest group interviews
[9, 10, 34, 36]; nor do the guidelines that recommend
good practices for all elements of conformity assessment
[37]. Finally, the audit team holds a closing meeting to
present and discuss conclusions and non-conformities
and agree on follow-up actions.

Auditor typology framework

Several typologies explain regulatory institutional prac-
tice in the regulator-regulatee encounter, like character-
istics of the regulated organizations [38]; regulator’s
perception [39]; inspector’s inconsistency [40]; and types
of relational signals [#1]. In this study, we apply a typ-
ology framework developed from research on auditors in
health care accreditation in Australia [24] to explore and
analyze the styles that auditors in 1SO certification apply.
The framework was developed from observations on
how a team of three auditors undertook their auditing
practice in a small health organization providing general
and specialist medical and surgical services [24]. The re-
searchers’ observations focused on assessing against the
standard, education for improvement, and learning for
transfer of knowledge to others. Based on the observed
differences in the auditors’ interview practice, three
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distinct styles were identified: interrogator, explorer and
discusser, and one hypothesized style: guestioner. These
styles were categorized within two dimensions (see
Fig. 1) questioning (structured vs. opportunistic), and
recording {explicit: written vs. implicit: memory).

The interrogator

The auditor conducts interviews in a formal and struc-
tured question-and-answer manner, and the answers are
systematically recorded as she/he proceeds. Questions
may be prepared in advance based on the standard. The
interrogator had sporadically short periods of opportun-
istic questioning as approached by explorer.

The explorer

The explorer conducts a more opportunistic interview.
The explorer begins with open-ended questions, and
takes unstructured notes. This auditor typically com-
ments about what she/he has learnt and can use else-
where. The explorer is less inclined to engage in the
educational component of audits.

The discusser

The discusser prefers a more interactive interview that is
like a discussion. All the three elements -- assessment,
education, and learning -- are implicitly a part of the dis-
cussion. The discusser took unstructured notes, like the
explorer, after the interviews.

The hypothesized questioner

The questioner conducts a structured interview. The re-
cordings are conducted implicitly, making this kind of
interview seem less formal than the interrogator’s.

Methods

Design

The study was a qualitative explorative single case study
[42] of a certification body interacting in certification
processes in hospitals in Morway. The case study had
three embedded units of analysis consisting of three lead
auditors from the same certification body that per-
formed certification audits in three different hospital or-
ganizations. We explored how the auditors conducted
and perceived their certification processes.

Data sources and collection

Data collection was performed in two stages (see Table 1)
from autumn 2012 until spring 2013. First, we explored
the different role repertoires and professional conduct
among three lead auditors from the same certification
body by conducting non-participant observations in
third-party conformity assessments (certification audit)
and then semi-structured interviews were conducted
with the same lead auditors. The three auditors were
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Fig. 1 Auditor stybe typology adopted fiom Greenfield, Braithwaite & Pawsey [24] with permission. The arrows show that the intermogator
sporadically wsed oppontunistic questioning, and that the discusser took unstructured notes after the inlendews

The
guestioner
{hypothesized|

-
Implicit: memory

purposefully selected from one certification body in Norway.
The certification body was one of four certification bodies in
Norway that were approved by accreditation’ to perform ex-
ternal third-party conformity assessments and certifications
of hospitals according to the SO 9001:2008 standard,

Stage 1: The first author conducted about 59 h of non-
participant observation in three separate certification
processes according to the SO 9001:2008 Quality man-
agement systems — requirements revision of the standard.
The first author followed three audit teams, all from the
same certification body. The certification body received
a written and oral invitation to participate in the study
prior to observations and interviews. The certification
body further identified the three auditors and was the
first to ask them to participate in the study. The first au-
thor followed the lead auditors through all on-site au-
dits, and usually sat at the table with those involved in
the audit during the audit interviews. All notes were taken
openly, and the observations focused on the conduct of
the lead auditors (team leaders) during their interviews
and conversations (review process) with representatives
from the organization under certification. The two dimen-
sions in the auditor style typology -- questioning and
recording -- guided the observations and note taking, The
observations did not focus on the auditors’ on-site walk-
arounds, where they had informal talks with different
hospital staff and reviewed physical processes and activ-
ities in the hospital.

Stage 2: Some weeks later, semi-structured interviews
[43] were conducted with all three lead auditors who had
been observed. The first author conducted the interviews.

"By the national recognized acereditation body Noesk Alkkreditering,
which verified the certification body's independence and competence
to carry out the certification process,
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Each interview lasted from 45 to 75 min. The interview
guide centered around three main issues: First, the inter-
view subjects’ role and the certification body’s approach to
IS0 9001 certification; second, the certification processes;
and third, 1SO 9001 certification and its relationship to
the health care regulation. Open questions were generally
used, followed by either preplanned or ad hoc probing
questions, in order to help interview subjects to recall and
tell more detailed stories. All interviews were tape re-
corded and transcribed verbatim.

Setting and participants for observations
The first and second observations took place in organi-
zations that were changing certification body and were
therefore undergoing a full review in order to become
re-certified. Hence, it was the first time for the lead au-
ditors to survey these organizations. The first survey was
performed in a clinic for internal service. The second
survey took place in a hospital where the objective was
to certify the whole hospital. Many of the departments
within this hospital were already IS0 9001 certified by
another certification body, and were included in the
overall certification process. The survey was performed
as an on-site document review, whose objective was to
review the management system documents and records,
and their adequacy in terms of the requirements in the
ISO standard. This assessment differed from the others
in our study as it did not include an on-site observation
of activities and the work environment. On-site observa-
tion was planned at a later stage. The third survey was
conducted in an emergency department with a three-
year certification history, and was now part of a re-
certification process.

Personnel from the organizations present during the
interviews were managers, management representatives,
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Table 1 Data Collection and Sources
Data collection Auditors Location/ Duratiar
organization
1. stage Mon-participant obsesvations of three separate Auditor 1: Clinic for internal 2days (about 15 h)
conformily assessments (150 90012008 bead auditor (in training) SEMViCe
certiications) Auditor 2: Full hospital 3 dhays (about 22 h)
bead auditor (5-10years auditor
expenience)
Auditor 3 Emiargancy Fddays (about 22 h)
bead auditor (independent departrient
subcontractor, > 20 years auditor
experience)
2. stage Semi-structsed imterviews Auditors 1,2 and 3 Auditors 1 and 3 4575 min per inteniew
The central office of
the cenification body
Auditor 2
By tedephane

and staff responsible for following up the organizations’
management systems. Technical expert auditors were
present for the assessments of specialized departments,
such as those responsible for technical equipment, clean-
ing or medical specialties.

Analysis

All of the data material from the observational field
notes and the transcribed interviews was subjected to
theoretical (deductive) thematic analysis [44, 45] of each
of the three auditors. The two dimensions in the auditor
style typology [24] — questioning ({a) structured vs. (b)
opportunistic), and recording ((c) explicit: written vs. (d)
implicit: memory)— were employed as predefined themes
to categories data from the observations, in order to
identify the auditors’ conduct that matched or contra-
dicted with the auditor styles in the framework. Further,
data from the observations were explored according to
the predefined themes related to the opposites between
(e) assessing conformity against requirements, focusing
on retrospective auditing practices (inspect, control),
and/or (f) quality improvement work, focusing on pro-
spective auditing practices (guidance, educate, transfer
experiences, give advice). The same themes were used to
analyze data from interviews in order to reveal the audi-
tors perception of their auditing approach. NVive 10
wias used to explore and thematically analyze the inter-
view data. Data from the interviews were then related to
data from the observations, and compared in a reflexive
manner to explore whether the auditing style and con-
duct as observed were concurrent with the auditors per-
ceived approach. The analysis was conducted for each
auditor, in order to highlight the identified auditing
styles and the themes emphasized in perceptions and
practices, before we compared the themes in the analyt-
ical framework across auditors to illustrate commonal-
ities and differences.

150

To ensure trustworthiness in the analysis we con-
ducted member checks by sending a draft of the paper
to all three auditors. The auditors were able to comment
if they recognized the description of themselves, the use
of data and clarify misinterpretations of facts and figures.
One aunditor gave her response by phone, another
responded both by phone and e-mail, and the last by e-
mail. Only minor changes to the draft was made after
the member check.

Results

In the following section, findings from the three auditors
are presented. For each auditor, we present his or her
perception of how he or she approached the audit inter-
view situation; then we present the observation findings
from the audit interview; further, we present what the
auditors perceived as their main tasks according to the
dimensions of assessing conformity or stimulating im-
provement; and finally, summarize and compare the au-
ditors’ style and perceived auditing approach.

The explorer: auditor 1
The aunditor cited dialogue in her auditor-auditee en-
counter as an important means of collecting information
and for stimulating and guiding improvement. As part of
that audit dialogue, she asked deeper questions to collect
additional information:

It's part of that dialogue. First you check out: “How
do you do it?” Get a clear view of that. Then you
ask if they actually experience that their approach is
appropriate. What actually do work, the way they
do it, and what do not. And based on that you will
say: 1 have seen others who have a slightly different
approach, so perhaps we can adjust a little bit. [...]
[T] hey follow the book since they fulfill the mini-
mum requirements, but should they, when they
have those [the requirements] in place, consider
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whether they can get more out of that arena. (Audi-
tor 1).

During the on-site assessment in the clinic for in-
ternal services, the auditor performed all her inter-
views with groups of staff from the different
departments. The groups never had fewer than four
people. The respondents were usually a manager or
middle manager, the hospital’s contact person/quality
manager, and one or two others “relevant personnel”
(the term used in the agenda) from the departments
under assessment. All interviews were held in the
same room. The auditor used a template to highlight
the main requirements in the 150 9001 standard
against which she assessed conformity, and to struc-
ture the progress during the interview. The auditor
recorded what was said, either in her notebook or on
the template sheet. A projector was used in most of
the interviews to review and discuss documents and
recordings, like policies, objectives, plans and proce-
dures. The auditor usuvally started with an open-
ended question, such as “Can you tell me about the
management system?” She invited a conversation
about the topic, or had the respondents explain docu-
ments on the screen. If the respondents mentioned
something that caught her interest, she either asked
for verification or a probing question. An example
was observed when the auditor asked the auditee
about the control of errors and non-conformities. A
vague answer from the respondents led her to ask for
more explicit documentation, and to see examples of
how they correct errors and non-conformities. She di-
rected most of her questions to all the respondents in
the room, and was usually answered by the manager
(often a middle manager) who was responsible for
that topic. The others (often one or two employees
from the department and the hospital’s contact per-
son/quality manager) followed up if the manager
seemed to have left something out of the answer.

According to Auditor 1's perception her main task was
to bring added value to the organization. This was not
just related to the general understanding of the expected
added value from third-party certification (e.g., increased
legitimacy), but also to organizational development as
part of the certification process. Again, the auditor
opened a dialogue.

When we are out, they want us to create added
value for the customer, and help the customer to
become better at managing risks in relation to their
core areas. [...] Moreover, in my decision-making
process 1 will then review and ask, in a dialogue
with the customer: “What do you see as challen-
ging?"; “Where do you think the problems lie?";
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That's just as important ..., that dialogue is very im-
portant. (Auditor 1).

The perception of improvement was emphasized when
auditor 1 described her approach within the inspection-
puidance axis. She perceived concern over the balance of
not adopting a consultancy approach.

You largely control, but at the same time you're also
a guide. | do not think it is possible to see them iso-
lated. So, you control in the sense that you can kind
of check out if things are in place - yes or no. How-
ever, since improvement is as central as it is, then
together with the customer, in that dialogue, it is to
identify things where one in advantage might take
small steps to raise oneself further ahead. That be-
comes the guidance role. | think they go like hand
in glove. At the same time, it is important in that
guidance role, that you do not give very clear rec-
ipes on how things should be done. (Auditor 1).

The explorer: auditor 2

The next auditor stressed the importance of asking
questions to elicit information that was needed for the
audit. She also perceived her manner of asking questions
as an explorative encounter, where the intention was to
foster self-reflection.

The most important tool is to ask question, and
then to be shown what you have requested.
Maybe they do have it, maybe they don't. And
then use what comes to the table in the best pos-
sible manner. We may not always follow the pre-
planned agenda, because one sees that there are
strengths in some areas, or weaknesses in other
areas where you need to go in-depth. Because,
that's what gives results, getting to the core, and
perhaps especially the way one asks guestions, so
that they themselves see it. It should be them-
selves who sees it- those are the best audits.
When they get a wake-up-call that make them
see that this is useful, and they see where they
can get better. (Auditor 2).

In her interview strategy, auditor 2 perceived it as import-
ant that the respondents were informed, knew the purpose
of the session, and felt safe during the audit interview:

Moreover, it is often appropriate that they are not
alone, but that there are two, three of them, so they
can ask each other. [...] If there are several findings
of nonconformity they can feel unfortunate, and
think that if someone else had answered maybe it
would have been different. They try to represent the
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organization and they want to be good. That's what
we all want to. (Auditor 2).

During her three-day document review of the hospi-
tal's quality management system, the auditor always per-
formed the interview with at least two people from each
department, often a manager and a staff member who
was involved in quality development in the department.
Observations showed that she used a template to guide
the interview, but unlike the first auditor she sporadic-
ally recorded what she heard and observed. She used a
projector during the interviews to review and discuss
documents and recordings, like policies, objectives, plans
and procedures. Like the first auditor she also often
started with an open question when shifting to a new
topic. A significant difference from the first auditor was
that the second auditor often raised questions about so-
lutions and self-reflection, especially when she observed
potential improvements or non-conformities, like “What
is a challenge here?” “How and where would a nurse
look for this procedure?” If respondents asked for feed-
back or suggestions about their management systems,
the response was often “What is useful for you?" These
answers encouraged reflections instead of giving direct
suggestions or advice, and also indicated the importance
of quality systems as useful and not for the systems in it-
self. When interviewing the top management, the audi-
tor seemed to base her arguments upon the logic of the
quality management standard, as when she was inter-
viewing the top management, represented by the man-
aging director, the wice managing director and the
management representative. The observations showed
that vice managing director entered in a hurry and asked
if it was necessary for him to participate. He agreed to
“take part in the beginning” after getting a very short ex-
planation of the objectives for the meeting. The auditor
went through the organization’s quality policy, quality
objectives, management review and the like in a
dialogue-based approach with the respondents, often re-
ferring to, and explaining requirements in the 150
standard. The vice managing director turned out to be
the most engaged in the whole meeting, and stated that
the IS0 9001 management system approach visualized
challenges that clearly had improvement potential.

The auditor perceived verification to be her most im-
portant task, which entailed to assess if there was
consistency between the systems organizations have and
the practices they perform, and to look for improvement
and what works well. Her focus on improvement and
the certification process was also perceived as valuable

from her perspective:

Then it's about getting a review of the system. What

we are talking about ..; 1 can see that awareness,
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learning, and systematic improvement is helpful for
them, because they use their own material to under-
stand these aspects within a context. This is what |
may experience is of greatest value, because the re-
port [they receive from us| is short The process
that it entails is perhaps just as important for those
involved, so that they over time constantly strive to
understand more of the system, systematics, im-
provement opportunities, in their own organization.
(Auditor 2).

Observations and interviews showed that improvement
was a central theme of her audit practice. It was embed-
ded in a focus upon motivational factors to bring about
organizational improvement. She expressed respect for
the limited possibility of her getting a total picture of the
organization during a couple of days, and kept in mind
that she was not there to tell the organization how
things should be done or give advices, but to a great ex-
tent provide support for good practice and identify op-
portunities by giving examples from best practices
elsewhere. She perceived that the control dimension was
about 30% of her auditing practice. Auditor 2 stated that
there might be some differences in the way she per-
formed audits in hospitals than in other sectors, and
suggested that underdeveloped management systems
might have been a reason for her motivational approach
rather than verification.

The discusser: auditor 3

When auditor 3 conducted her interviews, she wanted
the participants to be engaged and to contribute to
the discussions. Both revision and sharing of experi-
ences were embedded in her dialogue strategy. She
strategically used her interview to communicate re-
quirements and meet key personnel in daily practice.
As she expressed:

[T] he way I've started now, because of what 1 have
experienced in the health sector, where they have
placed very much on the quality managers. So,
when | put management processes on the [audit]
agenda, [...] | then ask if all the persons who partici-
pates in the management review [from the
organization] can participate. Then, it is not just the
head of department, or director of administration,
or... So, when we assess the minutes from meetings
and things like that, all participants should have a
possibility to participate — and for me to be able to
ask them about their expectations of the system and
to get to know them, and so on. So, there’s a direct
auditor role. But they have to think themselves to
speak. They have to make their, their contributions
then -- more active. (Auditor 3).
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Auditor 3 started her three-day recertification of an
emergency department by claiming in the opening meet-
ing that she preferred an audit that was based on open
dialogue. She often repeated this at the start of every
interview. She emphasized that she wanted no surprises
in the closing meeting, and that everything should be
clarified during the assessment. The audit was arranged
so that all the interviews were held in locations where
the personnel did their daily work. She said that she
wanted to talk to people while they were closest to
where they worked. In one audit interview, observations
showed that the auditor spoke with only one respondent
at some times, but in all others, there were at least two
or more other people present. She usually began the
interview with a short introduction about the intention
for the assessment. She then asked for a description of
how things were done in relation to the matter to be dis-
cussed. She encouraged the staff to talk about their sys-
tem, and welcomed dialogue or conversation. One
respondent thought she was supposed to be asked ques-
tions, and said she had not prepared for an open or “for-
mal” presentation about how “we do things around
here.” Auditor 3 often asked direct questions about an
issue that had arisen during the conversation, and was
then clearly steering the interview. She alternated direct
questioning with dialogue. Her point of departure was
based on documents or procedures that she had read be-
forehand in relation to the standard, but never used the
standard openly during the interview. Sometimes she
drew analogies to her professional background in the
process industry, and discussed good practices that she
had observed elsewhere. She did not record her inter-
views, but occasionally took notes when there seemed to
be findings related to conformities or nonconformities.

Auditor 3 perceived that the certification body expected
her to add value when she performed her assessment
practice. The practice of adding value seemed to be re-
lated to a guidance role. At first, auditor 3 seemed a bit re-
luctant to focus upon a guiding role or to give advice:

[...] because I've always kept that one should be ob-
jective and not give advice and so forth, but it's a
balancing act when you see that the customers are
not completely familiar with the extent of the re-
quirements in the standard. (Auditor 3).

When responding to the inspection-guidance axis she
expressed an organizational reality that asked for reflex-
ivity towards the maturity of the organization's compe-
tence on what the 150 9001 standard actually mean for
their own management system. She stated that it is not
enough “to sit in school and learn the standard” (Audi-
tor 3), the organizations have to translate the content to
their own management system as well. Auditor 3 cited
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examples of how the audits and certification processes
drove development and change in hospitals, even though
her formal role during certification was assessing the
organization. For example, there were often many other
control mechanisms that hospitals needed to conform to,
and therefore the regular certification activities could be-
come an arena for organizations to seek advice. The audi-
tor perceived that sharing experiences from elsewhere was
the best way to avoid giving advices and to balance the
audit practice between inspection and guidance.

Summary of themes in the findings

Owerall, our findings showed that all three auditors
adopted an opportunistic questioning approach, but
auditor 3 was more likely to turn to a more direct and
closed type of questioning than the others. The first two
auditors used a template to guide their interview related
to the normative standard, but none used structured
pre-planned questions. There were significant differ-
ences in how the auditors recorded the interview results.
The first two auditors took detailed notes during the
interview - the first more frequently than the second.
This showed that they were oriented towards the written
side of the recording dimension. The third auditor only
jotted down a few words occasionally. She was more ori-
ented to the opposite side of the recording dimension:
implicit note taking. The two first auditors adopted the
conduct of the explorer, while the third adopted the
conduct of the discusser. All the auditors perceived both
assessment of conformity to the 150 9001 standard and
guidance for improvement as embedded parts of certifi-
cation audits. They were all concerned about not giving
the certified organizations specific advises on how to im-
prove but were familiar with transfer of experiences
from elsewhere and giving general guidances. Auditor 2
and 3 were also more concerned with encouraging the
certified organizations own reflections of their quality
management system, in order to nurture improvement.
In the next section, we will discuss this in further detail.

Discussion

In this paper, we explored anditors’ role in hospital certifi-
cation, By ways of non-participant observation of audit in-
terviews and qualitative interviews with the lead auditors,
we have explored different auditor styles and how the au-
ditors perceive their role in hospital certification processes
in Norway. In the following we will discuss the findings
according to the auditor typology framework [24].

Auditors role repertoires and professional conduct —
mediating opportunities for assessment and improvement
According to the normative standards, certification relies
upon objectivity and consistency among auditors [27, 46].
Consistency is also a key to the reliability of certification
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and accreditation programs |25]. However, the normative
guidelines [37] state that ISO 9001 must not be consid-
ered as a “tick-off” scheme, because the detailed require-
ments are only means to ensure the most important focus,
which is the customers’ (or patients’) requirements. The
normative frame of reference (ISO standards) takes into
account that auditors get only a snapshot of what is going
on in the organizations. Hospital organizations and
healthcare services are complex, and the auditors should
be able to comprehend that complexity in these systems
during the assessments. Auditors need information to
“diagnose” the gement system [47] and our study
demonstrated how the auditors used the standard to help
gather the information that they need. Our auditors, how-
ever, took different approaches in their search for this in-
formation. All used open questions, but anditors 1 and 2
relied on structuring interviews according to the standard,
while auditor 3 emphasized more an open dialog ap-
proach. Auditor 2 and 3 were more concerned with en-
couraging reflection and hence a higher degree of learning
within the organization during the audit interview.

In a study of stakeholders’ views and experiences on
accreditation survey reliability [25] the authors found
that the reliability of accreditation is embedded in its
technology and enacted in audit practice. Technologies
like the accreditation programs themselves, workforce
management and documentation have a greater influ-
ence on reliability than the conduct of auditors and the
dynamics in the auditor-organization encounter.
Technological factors can narrow the potential expecta-
tions and conduct and therefore also assume more con-
sistencies, but only to a certain degree. A consistent
regime within which certification auditors act, helps au-
ditors to meet a level of reliability in complex and shift-
ing contexts such as hospitals, but the dynamic
variations are determined by the auditors’ different self-
governing systems. In our study, we found that the audi-
tors conducted their role according to the standards and
expectations of their role. However, they also sometimes
used their competence and experience to add value to
the hospital under certification. Our results are in line
with the literature on certification and accreditation pro-
grams showing an increased focus on holistic processes
[12, 48] in terms of organizational development, where
auditors are more involved in the improvement activ-
ities, sharing experiences, educating and giving advice. It
is not just the verification itself, but a mutual process
and understanding between the certification body and
the hospital. These institutional changes can shape the
expectations and legitimacy concerns in auditor-auditee
relationships.

The auditors in this study expressed concern about
giving advice, since organizational follow-up on such ad-
vices may imply that auditors will audit their own
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solutions (advices) at a later stage. The normative stan-
dards describe consultancy work, like advice and educa-
tion, as threats to confidence in the process. The three
auditors seem familiar (numbers 1 and 2 even more so
than 3) with giving suggestions (not "advices” in their
opinion) for improvement and transfer experiences from
other hospitals, even though it may blur the strict
consistency tied to the certification norms. Qur results
are similar to what is found in studies of regulatory
madels that seem to be deterrence-oriented in the first
place, but more compliance-oriented at the sharp end
{auditors, regulatory staff) [41, 49]. This seems to be be-
cause of the realities of “street-level” interaction where
services improvement can be reached by some degree of
advice or experience transfer from other sectors that are
more advanced in their organizing of quality. This know-
ledge is important for policy makers and certification
bodies, as their adaptive capacity in these roles play a
key function in translating hospital certification into
sound learning processes. This appears equally import-
ant to the auditors, as the certificate itself.

Auditor styles within the surveyor style typology

Our findings show that the auditors approached and
perceived their role both as assessors of compliance,
while educating and stimulating improvement. The pre-
planned audit agenda was guided by topics from the 15O
9001 standard and directions during interviews was em-
bedded in the requirements among all the auditors.
These findings show that the structured certification
program contributes to consistency, despite the differ-
ences in surveying style, and are in line with findings in
other studies [24, 25].

A central proposition in the surveyor style typology is
the assumption that auditors perform the same role in
different ways. Gaining knowledge about the auditors”
perception of their audit role is therefore important to
understand why auditors perform their role differently,
especially if we are to follow the suggestions of Green-
field, Braithwaite, and Pawsey [24] about using the typ-
ology framework as a tool for training, development and
assessment of auditors, Our study has explored some
factors that might assist in understanding why auditors
perform the same role in different ways. Greenfield,
Braithwaite, and Pawsey [24] also suggest using the typ-
ology in allocation processes to ensure survey teams
with either similar or mixed styles, targeting different
organizational contexts. This allocation approach pre-
sumes knowledge about the effects of different audit
styles upon the organization. There is no consensus on
the effects of different styles in auditor-auditee encoun-
ter. Similar questions about styles have been at the heart
of theoretical development in regulation theory [49-51].
According to the conformity assessment standard [34]
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the auditors may identify and record opportunities for
improvement but refrain from suggesting the cause of
nonconformities or their solutions. The auditors in this
study claimed that hospitals rarely have the same com-
prehensive management systems that other sectors do.
They perceived themselves as balancing verification with
inspection, and between guidance and advice. It is diffi-
cult to see if there is a clear boundary between these two
extremes, but what might seem apparent is that none of
the auditors perceive or approach their role in a “highly
inspectoral” manner.

Systems audits as performed in 150 9001 certification
are similar to the methods used by inspectors in the
Norwegian Board of Health Supervision, who performs
system audits founded in the ISO standard for audit
practice [36]. The main difference is the possibilities for
enforcement and the power balance. Certification bodies
do not have the same possibility of escalating enforce-
ment strategies that regulatory authorities can, and
therefore have a different pressure for taking part in vol-
untary system improvement than what inspectors have.
These aspects are often linked to independence chal-
lenges. Organizational independence is most often de-
scribed as the challenge in third-party audits, but
operational independence might influence the street-
level practice of auditors [47]. As noted earlier, auditors
depend on information. A solution to the information
asymmetry between the auditors and the auditee is a
more interactive and collaborative style, as adopted by
the auditors in our study. Another aspect in operational
independence is the epistemic dimension [47]. It is ex-
pected that clear standards imply more inspection-
oriented role performance than assessment against gen-
eric standards, which is the case in 150 9001 certifica-
tion where the standard is more generic.

Implications for the surveyor style typology and

suggestions for further framework development

The auditor practice showed a considerable use of group
interviews. Two auditors expliined it as a strategic
choice, because of respondents’ uncertainty during the
assessment, an opportunity to target people who are in-
volved in daily practice, and possibilities for reflections
and awareness through discussions. Even though it
seems a well-known practice, we have not been able to
find suggestions about group interviews in the audit
standards [33, 34, 36] that underpin the auditors’ review
practice. Even individual interviews are hardly men-
tioned, in comparison with the amount of literature on
research and evaluation methodology, where interviews
are subject to rigorous scrutiny about how they are able
to give or produce evidence [52-55]. We propose the
use of group interviews as an additional dimension for
the auditor style typology, since the empirical evidence
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that underpins the model does not give any information
as to whether they are based on individual or group in-
terviews. In the methodology literature, group interviews
or focus groups have been distinguished from individual
interviews in qualitative inquiries and evaluation |56
58). The interactional construction of knowledge high-
lights the shift from an asymmetric power balance dur-
ing the interview process, to the empowerment of the
respondents. It is a shift from the operating principle of
control, to collaboration between the interview partici-
pants [57], which could also be reflected upon in the
IS0 standards or guidelines. Concerns about interaction
are important, because when health professionals partici-
pate in assessment contexts that are collaborative and
supportive, it can self-reinforce a collaborative quality
and safety culture [59]. Greenfield, Pawsey, and
Braithwaite [59] also showed that auditors’ use of group
interviews had positive effects for successful participa-
tion and collaboration with staff in accreditation. We
suggest further qualitative explorative research to inves-
tigate into the role of the interactional element and how
this influence both the certification processes and im-
provement efforts, as this is still an important area for
knowledge generation. Methods wise we encourage in-
depth studies of several certification bodies over time to
identify variation in auditor work practice and style, and
how their practices are considered from auditors and the
certified bodies' perspective. This may also help to fur-
ther refine and extend the typology framework and judge
whether all of the proposed styles actually exists in
current auditing practices.

Strength and limitations

The strengths of the study are the combination of obser-
vations and interviews behind the curtains of a certifica-
tion body. The ability of follow auditors during
certification processes and follow up with interviews
provide a rich data set on their performance as observed
and their perceived experiences. This is an approach
lacking in the literature. This is an exploratory study,
and the limitations of the study are first, a small sample
size with three lead auditors in one certification body.
However, choosing one certification body, allows for
more details and adds to the knowledge about the prac-
tice of auditors representing one organization that may
increase the information power [60] in the results. In
addition, it is a challenge to involve additional certifica-
tion bodies in a Norwegian context, due to the low num-
ber of certification bodies and thus a high transparency
in this sector implying a risk of identifying participants.
Second, a thematic analysis based on deductive approach
could imply missing some of the inductive results. How-
ever, the framework we used in the deductive analysis
contributed to guide the analysis and we were able to
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suggest further refinement of the typology which is often
missing when using theory to guide research [61].

Condlusions

Auditors from a certification body demonstrated a poly-
morphic certification reality in which guidance and
stimulation for improvement were incorporated in the
auditors’ styles and perceptions of 150 9001 certification
processes, This contrasts to what is often presumed as
consistent, stringent and independent audit practices, A
difficulty with the analytical auditor typology framework
[24] is its lack of sensitivity to the different auditor
styles. The originators of the typology suggest the need
for more research to identify additional dimensions asso-
ciated with the identified styles, like differences between
the use of closed and open questions or examining the
content and detail of note taking [24]. Our study sug-
gests adding the distinctions between performing indi-
vidual or group interviews during assessments, because
these differences may influence the asymmetric power
balances in the auditor-auditee encounter. However,
there is a need for further research to understand and
explore different auditor styles in different contextual
settings and provide more knowledge on how auditor
approaches affect the audit process and outcome in the
organization under certification.

Abbreviation
150 Intemational Organization for Standardization
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Certification as support for resilience?
Behind the curtains of a certification body
— a qualitative study
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Abstract

Background: { erufication in healthcane often emwobaes mdependent prvate seoor bodies perfiommindg gally
recuired of voluntary external paranoe activities, These corification practices are embedded in intemational
standands founded in raditional beliels about ational and predictable processes for quality and safety
impuoverment. Cemification can atfect organizational and cubiural changes, suppon collabortion and encourage
imgeoverment that may be conduche to reslierd perioemance. This study exploees whether 150 9000 quality
AT SYSem coftification can support ealence in heatthcane, by looking o charactenistics in the oblectives,
mrthods, and practice of corfication from a centification body's perspecthe,

Metheds: One of Boreany's lour ceniication bodies i heatthcare was studied, wsing an cxploratie ermbeddoed
sirughe-carse design The study nelies on doosment anabysis of the international standards and associated guikkances
T the: perdormane of cenificaton bodees and thermatic analyses of data from 60 b of observations of auditos in
thiee certification processes and nine qualitative interviews with managers and personned from the centification
Ihacky. Reaults from the analyses weee companed 10 identily discrepancies between the wiitten and perorned
cotification apyaoach and pactios

Results: Standasds and guidences for comicaion embed an elasticny between formal and consistent assessments
ol nonconformibes in organksations and omphace holiste approaches that brings added valkoe. Auditon, were then
Ieft with the latitude: 1o navigate their auditing strategy during interacion with the seditees. Memibers of the
ceatification body percehwnd and practiced a holistic and fledble auditing approach wng oppoeunites (o due
lnowdedipe, empower and make guadanoe for improvemendt,

Conclusbons: 50 conification expects stivctuses and syslerms 1o ersune consstent and obyective cemification
proorsses. A the same time, it embodies a kinude to adopt fesible and contest-specific conification approaches,
a5 demonstrated by 3 cerification body in this study, to give added value 10 the comiied oeganizations, Such an
50 9000 cortification apgeoach may support resibent pedormance i healthcane by nuruing the potential o
regpond and kearne These el are mporant for further devolopment of methods that conification bodies wse n

Kaywords: Contication, Extemal asesament, Regulation, 50, 150 9001, Reslionco
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Background

External assessment programs, such as certification, ac-
creditation, peer reviews and inspections are widely used
a5 @ regulatory means of assananor, acoountability and
performance improvemnent in healtheare | 1-5]. Originat -
ing in voluntary sclf-regulation, certification and ac-
creditation  programs  are  Increasingly  becoming
statutory regulstory mechanisms in healtheare [L 6], In
Norway there are no legally required certification pro-
grams in healthcare, but several organizations have vol-
untarily become IS0 (liernational Organiation for
Standardization) 001 Cuality Management System
certified.

There have been several claims shout limited evidence
Trom external assrance mechanisme of the effects upon
recognized quality measures in healthcare [7-9]. Two
wystematic reviews have found po strong effects upon
clinical outoomes from certification and  sccreditation
[10] ar external inspections [11] in healthesre. Other re-
views have shown that sccreditation in healthcare might
have organizational impact and foster change and inetill
professional values, stimulate improvemnent work, and
promote organizational and cultural change concerned
with quality of care and change In professional practioe
|4, 12, 13]. Moreower, studies show a positive association
with quality and safety structures and hospital oulputs
such as hospital management and clinical leadership,
wystems for safiety and patient-centeredness [14- 16 and
o be effective for organizational change, developing re-
lationships, cooperation and nurturing links between
heabhcare organizations and other stakeholders [17].
Benefits from sccreditstion seems to be linked to e
mobivalben [ the sctivities involved in the process [18].
Recent research from Australisn hospitals has demon-
sirated thal accredifalion supports continuous and sys-
tematic quality improvement [19]. However, little s
known in healtheare about the approach and methods
that external assessment bodies we in their asessment
and verification pr wich a5 anditor's role reper-
toire, muditor’s condect {eg. inspection or guidance)
and assesement practice |4, 20-22].

Theoretical approach snd 150 9001 certification

W now present our theoretical approach, using resili-
ence o undersiand 150 ceniflcation prooesses,

The concept of resilience has, in recent years, been ap-
plied 1o healthcare [23-25). Resilience is defined as |
-] an expression of how people, alone or together, cope
with everpday sitiustions — large or small - by adjusting
their performance (o the condition. An organization’s
performance s resilient il @ can function s required
under  expected  and  unexpected  conditions  alike
[changes/disturbancesfopportunities)”  [26]. The resili-
ence literature focuses on the difference between (a)
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work as prescribed and expected in regulations, guid-
ances, standards, work planning and design, and (b) the
wark  that occurs. The former s Work-as-
Imagined (WAL} aml the latter Work-as-Done (WAL
Supporters of resilience in healthcare emphasize the de-
velopment of Bexible and adaptable local systema, where
local § ledge and professionals’ judgments are at the
heart of cveryday performance |24, 27). Resilience in
healiheare builds upon four polentials Renpond,
Manitor, Anticipate, Leamn — which need to be man.
aged and supponed to bring sbout resilient performance
[26]. The first potential is the shility 1o respond o the
situation and know what 1o do. It |8 associated with the
ability to respond to regular and irregulsr changes and
opporiunitics, and initiate prepaned actions, adjust acti-
ithes or creating new ways of doing things. The wecond
peenitial, momitor, i knowing whal to look for that can
improve or diminish organizational performance, Amtici-
pate means knowing what to expect and when condi-
tions change The final potential, fewrm, addresses the
factuzal by knowing what has happened and being able ta
learn from it Learning can be spedific or institutional
[25]

The 150 9001 standard [28 29 s 3 generic noom for
quality management systems. It i intendied for adapta-
iry to service organizations, such as most healthcare
organizations. Organizations can be assessed by an ex-
ternal third-party organization for 150 9001 certification
|30, meaning that i has been recognized for the fulliil-
ment of requirements in the standard. These external as-
wessments are termed Siled-party coslrmnily dusessment
or certification audits and arc performed by certification
bodies in socordance with the normative standard 507
1EC i |31).

The certification regime mmvalves three essential con-
tral companents or methods weed to affect behaviar, and
dirccted at those persons or instituthons that seek 1o be
influenced or controlled: direction (standard setting) de-
tection (informatbon gathering), and emforcemment (behay-
inr modification) [1. 32, 33). In 150 9001 cortification,
certification bodies use the 150 9001 standard (o direct
and assess organizations for certification, but the certifi-
cation bodies themasches have no direct infbuence on the
development of the standard. The cortification bodies
are themselves directed by the international ISO0IEC
17021 standard and related guidances which require cer-
tification bodies to manage and keep contral of the pre-
scribed  and  practocd  approach  io defeclion  and
eaforcemment in cortification maditing processes. The dis-
tnction relates to the resilience perspective of Work-as-
Imagined and Wark-as-Done [I7], where WAL includes
bth the 1SO/IEC normative standards for cortification
proceses and the certification bodies” own prescriptions
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and perceptions of centification processes. WAL, in con-
trast, describes the practices that unfold i certification
encaunters. Figure | (explained in the methods section)
iBustrtes this perspective.

The main assessrment activities, detection and enforoe-
ment in 150 9001 certification are processed by suditors
intecacting with the certified arganizations in on-site centifi-
cation sudite A clasical distinction used o describe the
detectbon and enforcement styles in regulsony encounters,
is the one between compliance or deterrence |1, 5 23-35],
Complianer i prospective, and focused on  preventing
harm, ferming doser relstionships, cooperation, support,
wducation, Enproverment work, and the use of lformal sanc-
thons only as the last resort, Deterrence s more netrospect -
v, Bocused on detecting violation, distant melatbonships,
formal processes, noncompliance, and ex el fiar-
mal sanctions. There B no general agreement on what ap-
proach or style to external assessmuent in certification serves
the certified anganirations the best 1],

Different centification approaches may support resilience
in healtheare organiations in different wayn No sudies
between certification and resilience and how certification
processes can supporn resilience in healibeare,

Alm and reseanch question

External assessment in healthcare affects arganirational
and eulbtural changes, support, collaboration and encauar-
ages improvement. Such elfects may be fruitfal in terms
of resilience. This study explores the characteristios of
approaches to 50 certification and discusses whether

Page 3 of 14

these approaches can support resilience in healtheare.
The following research questions gubded the study,

1. What suditing approach for cenification bodics is
embdded in standards and gaicance notes for 150
001 cortification?

2 How do managers and auditors of a certification

The study reparts on approaches to certification pro-
cesses and practices expressed in intermational 150 certd.
fication standards and as seen by auditors and managers
in a Morwegian certification body. The paper contrilutes
o our fowwledge of the characteristics. and Aexibility in
cxternal reviews that might be important in further de-
velopment of the 150 certification and external assur-
ance moechamisms,

Mathods

Derign

Thiz siady uses an explorative embedded single-case de-
sign using several sources of evidenor |36, 37 The case
study is based on certification processes implementod by
wive of the four certification bodies acoredited to perform
150 %00l certification of healthcare organizations in
MNorway.

Sources, recruitment, and data collection

The study relies on data collected from document ana-
lysis of international standards and guidance notes re-
loted to IS0 9001 certification,  and  cpualitative

Fig. 1 The arwiviical mode
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semistrectured interviews and obwervations related o
the certification body’s approach to  certification
(Table 1). The oenification body identified managers
and certification teams as hases for data collection by in-
terviews and observations. Hospitals collaborating with
the centification body were contacted by the author
DTS). The standards were obtained through 150s elec-
tronie distributken platform, and the guidance notes
were openly available and downloaded from the 1500s
web page.

Data collection took place in three stages. In the first
stage, we collected data from the international normative
sandards and guidance notes for bodies. providing 150
9001 certification. The standards inclhude the SOVIEC
1702012001 standard for cortification bodies performing
00 90010 certification and its related standands relevant
for this study (Table 7). We also collocted data from 55
puldance notes from two international auditing practice
groups, constifuted sx informal groups of experis and
practitioners active in the development of the official
suditing stundards. These were the 150 9001 Auditing
Practices Groap (APG)' and the Accreditation Auditing
Practices Group (AAPG)*

In the woond stage, we cxplored certification practice
by conducting nonparticipant observations of three lead
suditors in three third-party conformity ssessments
(cemification audits] In two hospitale. The firol observa-
tion was in a clinic for internal service. The second was
in & hospital where the objective was to certify the Lotal
management system and delivery of specialized health
services of a hospital. The third observation was con-
dancted in an emergency department.

The first author followed the kead suditors during on-
site audits for G0h The observationa followed an

*-hwll\'?whﬂ wpdem (M) erperts, sadior sl
pratiliemon drewn from the IS0 Technical Committee 16 Chaliy

ey formity
150 Tochniesl Commdtive |74 Caality Maragenent s Cuality
Aemsmrunw (LOUTC 196) and the Indermstinal Accreddation Forum
{LAF)L
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observalin guide focusing on the conduct of the kead
auditors during their interviews amd conversations (as-
sesment process)  with members of  the  cortified
arganiration. Topics covered were interaction and com-
manication, methods of interview and personal style. All
observalion notes were taken openly and guided by an
suditor typology framesork [38]. The suditor siyles ob-
servnd were presented in a separate article [39)

In the thind stage, nine semistrectured interviews
[Table 1) were conducted with the kead suditors (five
peaple), and managers and adminisirative personnel
(four people, wha were alio lead suditors) from the cer-
tiflcation body. The intervicws lasted 45-75min and
were condicled at the informants’ _ The inter-
views gonlered wpon three themes in the nterview
puides. (see Additional files 1| and 2): 1) the informants’
role, the arganization end their approsch to 150 9001
certification; 2) the cortification process and regime; and
3) 150 W01 certification and regulation in healthcare.
Open questions were used b0 make the informants recall
and tell detailed stories about the topics addressed
Questhons were often followed by either seripted or ad

in the healthcare setting (certification body and the cer-
tified hospitals). The purpose of the framework is to
gubde the analytical process by assessing the relationship
between the sditing approach embedded in formal
standsrds and guidances (research question 1) and how
managers and auditors perceive and experience and
proctice the certification {research question 3} Figure 1
presends the lraming.

In Fig. 1, the objectives and methods for certification
as defined in standards (normative references) and guid-
ance notes (A) gives scope of opportunities for certifica-
tion practices and are perceived and translaed by
cestification bodies (B). Certification bodies slso perform
the certification activities (C] where auditors acoess and
interact with the cenified healthoare organization in the
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auditing encounter. ldeally, clements A, B and C are has-
mumnieed. Mumbers 1,2 and 3 in Fig. 1 represent. possible
discrepancies among the elements. The model assumes
that the certified organization also sssesien, from an n-
ternal perspective, its own documented quality manage-
ment systern and its comnsbstency with the 150 9001
standard. The two sssessments are then matched, dis-
cussed and negoliated in the interaction botween audi-
s and the auditee o identily nonconformities or areas
in need of improvement.

To explore characteristics in approaches (o 150 certifi-
catlon, and be able to compare elements A, B and © in the
anabytical muoded the data related 1o cach element was sub-
ject tn thearetical (deductive) thematic analyes [40, 41),
Two hooad a priori themes were appliesd unaderpinned by
the theoretical opposites of deterrence and compliance ap-
proaches o regulatory enforcement |1, 3], This was
operationalized = (a) aseccing conformmity againd require-
mierity, foousing on retrospective auditing practions (detect.
tant relatbonships) and [b) quakity inprovessend work, fo-
cusing on prospective auditing practices (offer guidance,
educate, transfer experiences and give advice). The twoe a
prior themes were applied to the th ik by e
scribed in the next e sections,

To analyze the data according o rescarch question 1,
the auditing approach embedded in certification stan-
dards and guidance notes, o document analysis was per-
formed by an Merative process combining  content
analysis and thematic analysis [42. The snabytical
process included 8 superficial examination (skimming
and tive content analysis), followed by thorough
examination (reading and rercading. reading concepts in
context and thematiee) and finally interpretation. The
qualitative research software NVivo 10 were used for a
sumimative content analysts [43] of the guidance notes.
This analysis first included a word frequency query of all
words with a minkmum of foar ketlers grouped with
stemmed words; this led to 1800 waords being identified.
Secomd, the results were revicwed and words that were
praspective and related to develop t work were used
for a text gquery within all the guidance notes. These
words were guide, utilize, emcounage, stimulate, imstrct,
recornrond, HEPeil propose warn, cousll sl ad-
vice, support, give, and help. Pinally, the query was
spread to a brosd contest within Uhe gpuidances, aned the
oontents of the text were then subjected to thematic
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analysis combined with the content of the ISOVIEC

170212011 standard and s related standards. The
document anatyses dentified “work a5 imagined” in
stunadards and gukdances for cenification,

To analyze the data according to research question 2,
how managers and auditors experience and practice cer-
tification, all the dats material from the observational
Dl notes and interviews was subjected o thematic ana-
lyses [40-42] using the a priori themes. NVivo 10 was
usexd b0 explone and thematiae the interview data A re-
flexive approach was used for the analyses, drawing at-
tenthon to the narrstives (stories) [41] that contoured an
muditing oricntation towards cither sirict retrospective
ausesamenin of conformity (o requirements or prospect-
ive quality improvement approaches. These analyses
identified “work as imagined” by managers and aucditors
and “work-as-done” in certification practices.

Finally, » compare findings that addressed research
question | and research question 2, the results from all
analhyses were reflexively compared 1o spot discrepancies
[37] among A, B and C in the snabytiesl model (Fig. 1),
To emsure trustworthiness, we conducted 8 member
check with the certification body.

Results
In this section we first present the results related to re-
wearch question 1, the certification auditing approach
bedded in bards and guid notes for certifica:
tion bodies (WAI) which relates o element A fn the
analytical model (Fig. 1) We then apply the results to
rescarch question 2. First, we explain how managers and
suditors of the certification body perceive certification
processes {(WATL which relales to clement B in the ana-
Iytical model. We then turm to the practice of certifica:
tion audits (WAD), sssoclated with element C in the
anakytical maoled,

Element & approach to certification in standards and
guidance notes for coertification bodies (WAT

The standard ISOJIEC 17000 outlining the vocabulary
and general principle for conformity assessments in gen-
M,Mmﬂ[uhrﬂmuﬁrmﬂ'urmhm
selection, determinasion, and review and attestation, Se-
lection consists of planning, preparation and specifying
the requirerments and audit criteria for certification. De-
fereination i the development and collection of infor-

mation regarding fulfilment of specific requinements,
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such as audit acthvities. Review gnd affestation are the
final stage of checking evidence of conformity before de-
cding  on  certification.  These functions were
recognizable in the [SOVIEC 17021 standard, regulating
specific certification processes, which defined the overall
objective for certification as *[...] to give confidence 1o
all parties that a managerment system fulfils specified

reguirements.”

The ISOVIEC 17021 emphusized that certification bod-
ies and suditors should build confidence and trost
through a practhoe rooted in impartiality, consbstency,
competent assessments, and decisions based on objective
evidence. For certification boddies to do this, the 150/TEC
17021 detailed requirements for the cetification bodies”
organizational streciures and their management of im-
partiality, resources, competence, information and the
speeific certification proccsses. Related o formal slages
of certification auditing programs and processes, the
ISOJIEC 17021 referenced the generle 1500 19011 stand-
ard for auditing management systems. Both standards
emphasired a conzistent audit approach that fooused on
retruspectively assessing amd detecting noncompliance
with the reguir of ai gement vy Far ex-
ample, the standards inchwde almost identical formal
clauses with requirements for the stages in on-site (the
location of the certified organization) audits swch as oon-
ductimg the opewing meeting conmmmication during the
auait, [assigning roles and responaibilities of] ahiervers

Procesees that involve human interaction between au-
ditors and auditees in oo-site andits, such as intervicws-
and observation to coflect and verify information, wene
described in short lerms or became implicit in the for-
mal stages of the audit processes, such as when confirm-
ing. reporting, explaining, Introducing and presenting.
Interactive activities between auditors and sudites wene
bty and cxplicitly tHoned to i and s
audit finding and conchsbons. An annex in the 150
19011 gave some informative guidance shoat conduscting
formal individual interviews during on-site audits.

In general, the ISOVIEC 17021 and the 150 19011
stanglard had a retrospective approach where assessment
of the cortifted organizations managemend system asotiv-
ities, processes and products or services, and the extent
of conformity to certification requirements were the
main subject. Descriptions of prospective anditing ap-
proaches, such as support, transfer of eaperiencoes or give
ing advice were almost abwent in the sandards
According (o the ISOAEC 17021 "The audil team may
Identily opportunities for improvement but shall not rec-
ommend specific solutiona.” The standard relterated the
threats 1o impartiality for cortification bodies invobaed in
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certification processes. Such threats may come [rom cer-
tification bodics doing management system consittancy
wark to the certified organieation, such as giving advice,
describing coses of nonconformities or being volved
In impravement work, or when certification bodies ane
being too familiar with or trusting of swditces instead of

Casidance notes on 150 9001 certification

Gauidance notes from the Auditing Practice  Group
(APG) and Accreditation Awditing  Practice  Group
(AAPMG) communicated, in principle, that all sudits
shoubd add valee or be useful (o the auditee. To do this,
AMG suggesied .| a ‘holstsc” approach to evidencoe
pathering throughout the swudit, instead of focusing on
Indrvidual clauses af 150 90017 (150 & IAF, 2009, How
o scbd value during the audit proces).

It was emphasized that the requirements in the 50
9001 standard must pot be considered a “tick-off™
scheme, cither by the suditor or the suditee. The audi-
Lors should Jook not only at compliance but also at the
effectiveness and benefits of the implemented manage-
ment system,

Insteadd of simply looking for formal eompliance
with the requirements of the standard, auditors
should look st the real effectivence: of the

mernd system and identify the benefits that the adop-
tion of the system give Lo the organtzation and Lo jts
chients. (150 & LAF, 2008, Added value certification
anhit versus consuliancy)

useful for the organization. As a further means of adding
vahue, certification audits should provide ®|...| informa-
tof o tup management regarding the arganiation’s
ability to meel strategie objectives; by identifying peob-
lemns which, if resolved. will enhance performance; [and|
by identifying improvemnent opportunities and possible
areas of rsk® (150 & IAF, 2009, How to add valoe dur-

the auditing approach and reporting of audit findings.
The peidance notes did not include much advice on
performing formal interviews or observations, although
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it did encourage inferactive processes in auditing
practices.

[...] open discussions with people who are primarily
for management ol the organtzation
could allow the effective use of sudit resources and
time amd may provide major benefits for (he
organization. (150 & IAF, 2008, Added wvalue
certificathon muditl versis consuliancy)

The gukdance notes focused wpon prospective ap-
proaches in which the improvement of the management
wystem was ceniral to audil practioes. Auditors were nat
o set as consultants by giving sdvice or explaining "how
o solve a nonconformity” sitwation. However, stimmalat-

ing improvement should be encouraged:

[A] cormect approach w0 the  handling  of
nanconformanoes i for auditors te encourage the
auditees to find their own solution, by raising
questions  and  stimulating  understanding  and
awareness, bal not providing direct advice as o
how problems should be solved. (IS0 & IAF,
2008, Added wvalue certiffcatbon audit versus
consultancy)

According to the guidince notes, the audit reports
shoubd, il possible, go beyond descriptions of mere com-
pliznce of audit requirements and kdentify opportunities
lor performance improverment but without offering spe-
clfic solutions.

Bement B: certification body's audit spproach as.
imagined

The certification audit approach perceived by managers
and suditors in the certification body was largely oni-
enled towards a progpoctive auditing approach.

The informants from the certification body focused on
certilication as an ongoing process. The certificate in sell
should ot be the main objective, but the process should
bring added value and inspire iniernal impeovement poo-
cesses in healthcare organiations. The informants used
terms like “driver for change.” “added value”™ “improve-
mend,” “review the system” and “to have satisfied cus-
Lommiers (or patients)” when decribing the objectives of the
certification processes. They also reparted that the centi-
el organirathons seldom lfooused on the centificate but
were more concerned with improving their system.

What I'm saying is that the cortificate itsell is not so
Important to us, but its more for you [ proofl that
soymoong has conducted o review and shared their
expetienoes of the journey with you. And now yins
have the foendation in place. (- 67)
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Moat informants considered the S0 9001 standard suit-
able for the healtheare comest. while others described it
ae ane of many suitable standards. ‘There was a consen.
sus that the suditors should focus on the healthcare or-
ganizalions’ own processes, and kess on prescriplions
and detailed requirements. An experience amoeng the in-
formants was that the quality management systems in
healthcare weee often novel, lecking familiasity with
management concepls mentoned in the 150 9001, As a
consequence, audit activities had to prioritize achieving
“minimum certification standards® and ldentify signifl-
cant risks at the expense of facilitating continuous km-
provement  processes. Another concern was that the
suditors olien noeded o do guidunce on integrating
daily practices into the quality management system.

I constantly try to fod out what they are good st
and how they can improve, by using what they have
in & better way. Simply, ceaning up thelr awn
house, 15 wo much of everything, and maybe they
lsck what's imporiant minting the overall
perspective many times. (-72)

A gencral view among the suditors was that the certifi-
nhmumcmﬂaﬂmuﬂuhcﬂpml
in healthcare « by ing for
imﬂmd’m(}md’kﬂnﬂmmlﬁmﬂ
was the certification processes’ contribation to reducng
the number of procedures, or to making the procedures
maore functional Some of the informants complained
that there was a misconception that the 150 standard
wus overly complicated and required many procedures.
As one informant explained:

Ii iz stply process thinking But scon you [the
hnqﬂus]mndahtd'rhuhntuﬂp-m-ﬂ

, and take the focus away from paticnts,
inmdumhdﬂnlqmllylmllh-m
challenge for us that it [the standard] is known in
many couniries ax "150 9000 - It's just paperwork.”
[-78)

Descriptions of the auditing process as purely a collect-
ing of evidence of conformily lo requirements in 150
5001, o performance as in standardized observations
and interviews, were almaost sheent in our mterview re-
sults. The informants focused on improvement work
with the purpose of bringing the organization to an ac-
ceptable level af compliance with internal and external
requirements, amnd o becoming certified. Foousing on
the minimum level of conformity during certification
practice did not match the preferences of the infor-
mmanls |t was clear that they preferred {and considered it
their job) to perszade organizations to mprove their
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management systern beyond the minimum level of re-
quirements. The Informants also emphasized the im-
portance of continuous follow-up from sudits, the yearly
surveillance audits, and re-certifications every thied year
iy Eertune improvement.
The auditors desoribed thelr position akeg a con-
tinuwm from a proactive role, facilitating organizstional
development towards a reactive role of “compliance with
rubes ™ They were dlear aboul not giving advice, because
they might come back later and andit their own salu-
&mln&hmmdﬁumww
ions to poobl Giving examples from other orga-
nwmﬂnw:wﬁrumhumthl
might be fruitful for the omganization to discuss or
choose from, was nol considered “sdvice.” The infor-
mants often experienced such information as what the
organizations mostly valued, and they often discussed
different sohutions. Even good expericnces from other
sevtnrs were congdered valuable for tranaferring into
healtheare organiations,
The certification hody had an internal management oys-
tem consisting of the procedures, checklists and templates
for the management of certifications, which intended 10
moet the requirements in the conformily assessment
standard ISO/IET 17021 for cenification bodies, This sys-
tom was considered important for the reliability and
conadstency of the ceriification process. The informants
emphasized three key clements o ensure reliability in
their approach to certification: the centification body's in-
termal written routines, templates and checklists for the
different stages of certification; the inlernal control rou-
tines that were independent of the respective suditor: and
the internal program for competence and regular calibea-
tion of auditore. To gain consistency, the certification
body's internal routines and prescriptions defined struc-
tures for the certification processes before and afier the
on-gite awdite, it they were less concerned with prescrip-
ticans for the on-site medit sctivities.

Many people think that s the standand we are
auditing sccording to, but il we take on audil, it's a
very small.. We do not walk around with (he
dandard [-] 50 in that way the standards
requiremnents are used muoch less than yoo might
think. (-73)

When considering rellability issues in the suditor-
sudites encounter, the informants highlighted the im-
portance of the competence and experience that the in-
dividual auditor brought with them and stressed the
Iimportance of having suditors with knowledge of the
healtheare feld i the asdit team, Differences in per-
lormance among auditors were scknowledped and nat
seen an @ threat to the certification practice. 1t could
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even be worthwhile for the suditee 1o change auditors
for several reasons: because a relation over a bonger
pertod may threaten the independence of the certifica-
ton body; becanse haman relations may nod always i
of because one awlilor somelimes e ties of
nosconformities in organizations that another does nol
It was pointed out that an audit is only a snapshot of an
organization, based on sample controls on parts of the
M nagement system.

It has happened - but not very often - that an
anditor has heen to a place and not seen anything,
and then the next auditor comes in and sees a lob of

noncomplisnce snd many shorteomings. (-74)

the suditee. Defining “ohservations” or nonconformities
was expressed as an important formal pant of the certifi-
cation practice. An observation could lead to @ noncon-
farmity If allowed 1o continue, or a condition without
enough evidence o confirm that it constituted a non-
conformity. Al the same time, most of the informants
and negotiation when they considered delferent forms of
mpomuhu-mﬂi"', b t { to be

a bearing pdmﬁcmnﬁcmdh:mms
could be o reduce the number of nonconformities by
merging “small® nonconformitics into lager ones. As
one informant described:

Counting nonconformities is never a good indicator.
| merged 20 and made two |..] Two big ones can be
miach more serio than ten emall ones. (-70)

Anvther strategy could be o strengihen the response by
giving an observation as & "wake-up call” to motivate the
suditees 10 streteh  themselves.  According o one
infarmant:

What we often do is try to increase the level a little
all the time. Perhaps ghving them an observation.
Shake things up by giving them an observation and
saying: " Assess, then youll get even bettor.” [-73)

Element C: cortification body's audit approach as

practhoed
Observation of the certification practices identified that
ihe awditors were largely ariented lowands a prospective
auditing approach. The asessments of conformity to the
1500 9001 standards were interwoven in dalogues and
interactiors with the audires.

During the opening meeting in all three on-site certifi-
cation andits observed, the bead auditors systematically
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explained how the assesement activities would be carried
oul. During the mectings it was also emphaskeed that the
audit process was not anly an assessment of conformity
o the 150 %001 standard, but also a process intended 1o
encourage improvement of (helr quality management
systemis. They all mentioned the importance of the certi-
flication process bringing an added value to the hospitals.

We found some differences in the way the kead audi-
tors used pee-planned  templates o puide the  audit
process during dialogues and interviews with the au-
ditee. Two of the lead suditors used a template 1o high-
light topics from the IS0 9001 standard, and o keep
track af the conversations with the ssditee. The tem-
plate was also used for systematic or sporudic recordings
of the audit Andings. The third lesd suditor who was ob-
served did not use a template during inerviews and dis-
logues with the auditess, None of the kead auditors used
the 1500 9001 stanclard a5 8 tick-olf scheme or refermed
o specific requirements in the standard. The standard
was hardly mentioned during the sudits observed, and
mast often only If the auditees asked For references o
rebevant requirements in the 150 %001 for the isues at
hand The leod auditors did not use structured pre-
planned questions in thelr Interviews with the suditees,
but rather opened for dislogue and discussions. They
often used open-ended questions lo stimulate  sell-
reflection on the issies at hand. There was always more
than one person from the cortified arganization repre-
senied during the planned interviews and dialogues with
the anditors, Only some shart ad hoc individual conver-
sations between audilors and audilees were obaerved in
some of the onsiic walkorounds in the certified
organizations.

Our results showed that nurturing local processes
was important for promoting improvement and elfi-
clency and for raising swareness. Only 8 few of the
many challenging kesues about the hospitals’ quality
management system, ralsed in the conversations be-
tween auditors and suditees, were considersd as non-
conformitics. The following three examples show how
local awareness of improvement possibilities becomes
inherent in conversations between auditors and the
audilers about sues related 1o the hospitals’ quality
management system. None of the issues in the exam-
ples were reviewed as nonconformities o the 150
001,

In the first cxample, the suditor asked how the hand-
book communicated laws and regulations, and followed
up with a rhetorical question: “How and where would a
nurse in a department find o try to find these [laws and
regulations|? - |you showld] think from the botlom up.”
Then, two departments presenibed examples from their
procedurcs. The first department reoeived positive: (ead-
back from the auditor because it had operationalized
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only the parts of regulations that pertained to the pro-
cedure, The second department had provided a long list
of references to many Laws and regulations in thelr pro-
cedure, but not operatbonalined it into practical wseful
Information to the employess using the handbook. The
auditor responded by repeating, “Think from the bottom
up. What is rebevant for the

In the second cxample, an suditor prlh:dmm
pedic depariment’s intermal annmal report as one of the
best the suditor had ever seen. The manager (who was
also the chief physician) had on his own initdative, Ffor

years, systematically registered data from thelr activities,
andmdliwguwudmmmndmm
repart was shown during the audit almast by cobnci-
dence, bocause the manager did not see il a8 part of the
organition’s quality management system, and therefore
ithought it was ot valid for the quality management cer-
tification sudit. The department’s annual reports were
considered more useful for departmental activities, than
maost of the data collected for the hospital official ne-
porte. The auditor responded by emphasizing the im-
portance of the annsal internal report, both becanse it
vas expected by the 150 9001 for the department o give
inputs o the hospital management, but mostly for
arganizational control and baming and = 2 model for
exprrss to the hospital’s top mansgement their responsi-
bility to ensure that they recetved the hest accessible in-
puts to their management review, The fop management
review is a requirement in the 150 9001, The manager
was delighted but was not sure if the internal report
would be conshdered legitimate by the hospital manage-
ment, since it was not part of the mandatory perform-
ance report.

In the thind example, the audior was performing s re-
certification audit of a hospital’s emergency department.
Part of the agenda was to review if the written agree-
ments between the emergeney department and the in-
ternal support departments had been followed up by
both parties since the last surveillance awdit (the yearly
audits between the three years full certification and re-
gertification cycle). When visiting the technical depart-
metit, the auditor asked questions related o the
department’s use and implementation of the doou-
mented risk assessment. The manager admitted that risk
assexsments were often carried out and used to receive
funding for improvement. “What about revision of the
risk amesyment when actions have been taken? the
aunditor asked. The manager answered that the risk as-
wssments were seldom revised when different risk re-
lated actions had been taken. By the end of the auditor's
visit, the department manager conchuded, °1 have bearnt
o thing today: we should make the rsk assessments
mose ‘alive,™
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When the same auditor visited the department for
purchasing and supply, one of the toples discussed was
how the department ensured that external goods meant
o b delivered 1o the emergency department actizally ar-
rived as required. The auditor and the anditecs disoussed
bow far and by what means the department should
evaluate their external suppliers, expecially since the 150
9001 certificate was addressed only to the emergency de-
partment and since (he organizational internal structune
would probably change, The auditor then finally stated
for the auditess, "Now listen. 'm not supposed 1o be di-
dactic - But, you will abways be changing and the [qual-
ity management] system will need 1o change oo.”

Harmonizing the sudit approach as imagined and done in
standard and guidances, perception, and practices
Overall, o comparisan between e standard and guid-
ances for 150 9000 certification processes, the certifica-
tion bodys perceptions of the process and  their
practices showed an alignment towards characteristics of
a proapective auditing approach in the auditing encoun-
ter. This meant an anditing approach enabling the rec-
agnition of opportunities for improvement, the provision
of generic soluthmns, and the sharing of best practices.

Discussion

In the following section we disouss the identified ap-
praaches ta cortification processes, and how these pro-
cesses may support and nurture resilient performance in
healtheare arganizations undergoing certification,

Covtification as support for resilient performance

External assessment programs in bealthcare can affect
organizational and cultural changes, enhance support,
collaboration and encourage improvement |4, 12-17],
which may be fnitful in teems of mesilience. However,
the external assesement approaches thal may support
these changes are not well studied in healthcare. The
etandards and guidances for 150 %001 certification au-
dits explored in this study proposed an clasticity be-
tween  consistent  audits  to  dentify  possible
nonconformities and sudits that enhanced added valee
(e recognbeing support, education and improvement
work). The certification regime left cortification bodies;
and hence asditors, with a latitude to navigate their
auditing conduct towards the respective hospital context.
The perceived and practiced auditing approaches were
characterized by the anditors’ adaptation to the certifica-
tion context. This inchuded thelr interaction, negotiation,
and dynamic communication with the auditees. These
auditing characleristics seem Lo be in line with oreation
of reflexive spaces and responsiveness in e auditor -
suditee encounter, thal are important for croating condi-
tions that murture shilities for resilience in healtheare,
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Such reflexive spaces are characterized by trust, dia-
logur, respect and psychalogically safe atmospheres [44).
The dynamic auditing approaches are possible since
the 150 9001 standard builds on generic moquinements
| 28] that expands the auditor's latitude 10 “transhate” the
reqpuiremenis to specific organdeational contexis, This
means that auditors have a latitude that they can take
asdvantage of Auditors can adapt their performance to
their perception of the maturity of the auditerss’ quality
management system. and work, Such adapiation was em-
phasized by the certification awuditing guidances, Generic
requirements do alsa give the centified hospitals roam ta
chiose between dilferent quality management toals that
from their perspective meet the requirements the best,
This means that when awsditors ry o communicate
organbmtional challenges and requirements, such as
mamaging ridks, sudil conclusions need W be con-
stnscted based on interactions, negotiation and dynamic
communication practices with the sodiees [45), The
certification  body's auditing  approaches  emphasized
Interactional audit processes. Funther, the auditing prae-
tices inside hospital departments showed examples of
the possibilities the suditors had to uncover challenges
of oppartunities for improvement of daily activity, Such
practices can give surprises or external disraptbons lead-
ing, hospitals to trigger resilience by activating internal
collective  sensemaking processes and purposelul  re-
organixng [46-48].

As our theoretical approach we have presented foar
potentials proposed to be neceseary for resilient per-
formance; to respornd, mowmitor, learm and amticipate |26],
These potentials are interdependent, and it can be chal-
lenging Lo operationalize them and keep them apart in
hwalthcare research [#9, 50). Eg when the audilors in
ihis siudy perfi | auhits in hospitals, ey were mon-
itoring the certified organization’s quality mansgement
system. But, such monitoring activity (the audit) does
nol necessarily mean that the hosphials potential 1o
manitor fs own performance have been

In our study we have identificd charactertstios of the
organizations and their imohement in the certification
supgrorting features of at least two of the four reslience
putentiale the organization’s patential 1o rexpond and its
potential to learn, Further explorations should be done
related (o all the potentials, here we will discuss maore 0
depth the two maost prominent in our study.

The potential to respond

Heallbeare organizations are oflen assomed o desine
stanadardization and procodures [25]. To revisit and ne-
vise organizational action plans and procedures are im-
portant for diagnosing and improving the potential to
respand, bul not necessarily by including more detailed
prescriptions or increasing the number of procedures
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|26]. There seems to be a general understanding of 150
certification as mostly concerned with formal prescrip-
tions and procedures (often uncoupled from the argani-
eation’s own practices) |51, 52 Our study revealed quite
the opposite, The main concern of the centification body
has been the complexity and high number of procedures
in healthcare. "Their effort has been on helping to reduce
the extent of procedures, having focus on the funclional-
ity, appropristcness and availability of procedure for
those working in the sharp end. Too many detailed
chechlists or procedures might undermine the discretion
and amtonomy of the health professionals working in
hospitals [53, 54). Procedures that support Oexibility and
sdjustment, rather than constraining sction and forcing
people o make trade-offs, are important for resilient
performance [54-57]. Similar results have been seen in
previous research in hoapitals [53], where a balance be-
tween structure and flexibility in standardiration and
employees’ discretion may improve performance and re-
duce errors.

It is notewarthy 1o we that the number of mandatory
documented  procedures required for a quality manual
et aul in the 2008 version af the 150 9001 standuard (in-
cuded in this study) was reduced fFom six o none in
the 2015 verdon. Mow it emphasizes flexibility for the
use of documented information required for the quality
management system [S8] and it stresses that 150 9001
requires & “dooumented quality management system,”
not a "system of documents” [5%]. We recommend fur-
ther studies of haw this revised version can be concepitu-
alimed in & resilience perspective both from  the
centification  body's and the certificd organization’s
points af view. Also, studies from the patient’s and next
of kin's perspective could be of key vabue [60-62].

The potential to leam

Two characteristics of 150 9001 cenification i our
study are important for an erganiction’s potential 1o
learn; the auditors” opp and practices to affect
learning during certification processes within organiza-
tions; and learning within or between organizational
ficlds. Our assessment of the certification process de-
scribes a halisthe approach to suditing in which the audi-
tors used their scope of opportunities within the
certification regime Lo share knowledge and make gaid-
ance for improvement part of their audite We also
Tound that auditors empowered local improvement Ini-
tiatives at the sharp end. A holistic approach to auditing
has been shown o be important for internal motivation
and commitment to auditing practice and improvement
work |18, 48] The potential to learn i alse exposed
when auditors take initiatives Lo trander cxperiences
and good practioes from one auditee lo another, within
o between organizational felds. That can be between
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different healthcare organizations andior between the
healthcare organizations and organbeations in other sec-
tors that undergo 1500 2001, Bringing these aspects into
the certification process may create rellexive spaces
where learning processes can take ploce between the cer-
tification body and the certified organization. In other
studies, these reflexive spaces have been identified as
keys in beveraging resilience into healtheare regulation
and management [44].

The centraliration of the knowledge that certification
baodies provide may be important for resilient perform.
ance across an entine healthcare system [54)]. Such cen-
tralized knowledge might be rules-of-thamb, but they
could abso be important lessans (challenges or opportun-
ithes} transmitted from one healthcare organization to
another. In countries with widespresd certification, certi-
Geatbon  bodies might be important  mechanisms for
spreading local information through their certification
procesges. The centralived knowledpe bases that cenifl-
cation bodies serve and their influence on resilient per-
farmance remaing o be studiod in greater depih.

Limdtations

This study explores approaches to certification and dis-
cusses how these approaches might affect organizations.
We have pot studied how all the dlauses in the 150 %001
standard were assessed and translated during the wadit-
ing processes. Mor have we included the outcomes of
different certification processes, Caution must therefore
b taken about the relationship between the certification
approasch and process and the actual outcomes for the
organiztions.

According ko the Jogic of representation  and
generalizability, the sumber of informants s small
Numrhnuifhlrmtlrminnbﬂhlndmlrl
few bead auditors who perform 150 9001 centifications
in healthcare. The characteristics of the strategic partici-
panis are highly specific, and therefore strengihen the
infarmation power in the study [63] To make theoret-
Ical peneralizations from an in-depth case stuly, a (heor-
etical sampling (26, 37] of a single institution (s
certification body) was chosen Instead of participants
fram several institutions.

O study does nol inchade the views from healthcare
professkimnals and patients. This could add interesting in-
sights to the certification research in 3 resilience per-
spective and shauld be further mvestigated.

Condusions

There b no simple way to manage and contrel quality
Improvement in healthcare. This study has shown that
the auditing approach embedded in 150 %001 certifica-
Uon expects certification bodies Lo have stroctures and
systerns in place bo ensure consistent and  objective
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certification Al the same time the normative
references and guidance for suditors give a great deal of
latitude for auditors o tailor thelr andits to contex-
specific problems, in order 10 add value 0 the auditees
during certilication audits. The members of a certifica-
ton body perceived and practiced a fexible sediting ap-
proach in which both stessment and guidsnce were
interwoven during certification audits. We argue that
the 150 9001 auditing spproach described in this study
supports resilient performance in healthcare through
nurturing, especially the poatential (o respond and learn.
We encourage further research to cxplore how certifics-
tion processes. contribute o the resilience potentials of
anticipation and monitoring.

To date, certification has been questioned in Norway
|64]. However, seen from a Norwegian contest, there are
key aspocts lrom our study to highlight i one would like
to scale up and implement a quality management certifi-
cathon in healthcare practice. Sinee it & not mandatory
for a healthcare arganization o be quality management
cerified, the benefite from a flexible approach, where or-
panizations are supporied o strengthen the already on-
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Moreover, loous on certificatlon as one way of leaming,
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Appendices

Appendix 1 — Norwegian Social Science Data Services (NSD) —
Project approval
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Appendix 2 — Example of agreement with organizations
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Appendix 3 — Invitation to participate: Participants
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Deette er et sparsmal 1l deg om & delta | en ookiorgradssiudie ved Universitetet | Stavanger.
Mdtssttingen med studien er & b Ll mer Kunnskap om hvordan senfsenng og
aklmediteningsordninger | Sykehus brukes of forstas | arbeidet med katitet of siderhet | sykehus,

Bakgrunn o honsiia

Sykehis er institusjoner med store of komplekse orfanseninger of systemer Det e derfor helt
avgnuﬂ:ﬂdenmgllg:mgmmﬂngcnugﬁﬂmhk:ﬁﬂﬁngﬂyﬂmdhkusp&tﬂgw
kvalitet of sikkamet. For & holde kontroll med at kravene til &n fomsvarig ensste blir haretatt, er det |
MNorge etablen en lovpaiagt intermkonirodsystem. DEt vl 51 ot Sykenusens sefv | stor grad er pdagt &
fore kontroll med egen ofganisering of virksomhbet. innholdet | intemkcrtroien Bir | denne
sammenheng er verkigy for a sikre systemalisk planlegiing, organisenng, uiforeiss o vediskehold av
aktivitetens | ienhold T8 gleddende over og Torshrifer

| Norge har fiere sykehus of awdelinger frvillig tatt | bk infernasjonal anenjente standardes | Arbeidat
e vaslitet o sikkerhet. 190 9001 2008, er el eksempel pd en slik standard. EL sentrall argument foe
Duken av denne standarden har bant annet vaert for @ verksette of implementare kiavers |
IMErnkONtolian. De nesie & dise prosessens TalZes opp ved al én ekstern akier kontrolerer at
vilsomheten Lifredsstiler kravens | standanden. Hvis Wriksomheten tiredsstiller kravens, bevitnes
dette ved al virksomheten tikdeles et sertifikal |bevis). En slik godkjennelse er tidsbegrensat, of det vil
ViEre Dengy resertmsering nvis vitksomheten vil oppretihoide sermkaled

Intermasanalt er seiisenng of akireditening | sykehus uthedt. o | enkelte and lovpalag!
Serlifisering o akkredilenng er systemer som har il hensikt & pavirke Ll bedee kvalitel of sikkermet.
Ulike forstaelse og Implamentenng av standarcens kan fae Ul ulke efekter | vitsomhetan, Studien
har et perspekliv kryttet tl vordan verdier of normer | samfunnet pavitker sykehusens og andre
aktgrer | deres arbesd for & sikre og kontrollers kualitet o sikkerhel. Sykenusenes uitke praksser vl
igien kunne pavirks de wike akisrene | virksomheten of enkettpersoners meninger og mulighet td &
Randie. Denne siuden TREer DIaNT annet Draken av 150 9001 2008 | sysehus.

Hensdden med siudien,

Vurdere hwondan of eorfior SErINSEnng of SKKIEdIENNg er forankrel | sykehus.
Studere Torstdelsen dv sertifesering of akk

Bidra L & fordare ulike aspektss som kan ha betydning for sertifsenings- of

WW'
Dot amrfurmaitersagceige funSel Lrvraiistel | Smvgnt Tetetinn. SLATI
P o TRk WU O SaTAinresig B0 Teicinks
. Depae BT E-post: das & jphanresenifiue no

A
N el e B gt | bababehanliing, Des advene
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Side: 2//2 L S

Studsen retter seg mot sentrale myndigheter of akieres som kan pavine og kortrollers praksisen ved
de ufike sykehusene. Videre vil lzdere og personale som er eller har vart Invelvert |
sertiseringsposessar inkiudenes. Studien vil 0gs4 inkludere prvate vitksomnheter og kansulenter som
bidrar | uiviklingen av Standardens og/eler Som utgver kontrall med sykehusens (senimsarer og/ elisr
BHRIECItErEr),

Hva innebesrer studien

Din forstelse og erfaring med sertifiserings- eller akkrediteringssystemer er viktige, bade | forhold til
ain rodle og i forhold il institusjonen du er en del av. Det er derfor gnskellg med et individue intengu.
Interuet ¥il ovedsakely vare mellom 45 min of halannen Ume. Del er irskellg al inlenjuens
gennomifores pd elier | raer ilkyiring i din areadsplass. intenduet vil 1as opp pd en digital
Iydopptaker og det er kun underiegnede som vil veere tilstede. Det er ogs3 mullg at det il bl aktuelt &
gennomisre en opplEgingsundersakelss innenfor prosjektpencden. D vil da b kontaktet pd nytt ved
€N SENere anledning,

Prosiektsiutt er berammet U junl 2014,

Hva skjer med informasjonen om deg

Datamaterialel oppbevas konfidersiefl. Nawneliste oppbevares tngl of separmat Ira
intengutransknpsjoner of ydopptak. Det er mgen andee enn min velleder, professor Preben Hempel
Lindee, od jeg som vil fa tilgang til de personidentifiserbare opphsningene. Det vil bll beryttet
elektronisk bearbeidingen of analyse av de innsamiede data. Ved prosjekisiutt vil alle navnelister,
IydDpptak (digmase hyafilen) og Inenvjutransknpsjoner bil sIettet, og alle evrige data vil anommiseres.,
Publikasjones fra denni studien vil vaene anommisenes,

Frivillig deftakelse

Det er frivillig & delta | studien. Du kan ndr som hetst og maq;f nOEn Erunn trekke ditt sasmtykde bl
i defta | studien. Hvis du sied ja 1l A deita | studien, har du rett bl & 6 innsyn | hlke opolysninger som
&r registrert om deg. Du har videre rett Ul & 1A kormigen eventeele feil | de opplysningens vi har
registrert. Dersom du senerne pnsker & trekke deg fra studien kan du ndr som helst kontakte
undenegnede.

FOrSkNINESProsiektet er meldl Ul PErsomvemombudet for TorSknng. Korsk samiunnswenskapelig
datatjeneste A% Prosjektet er finansien av Forskningsridet glennom den ordensere tildelingen t#l
Universitetet | Stavanger

Ta gierne kontakt hwis du har sporsmdl eller ansker b bl informent om resultatens fra undersakeisen
nir disze foreligeer,

Med venniig hitsen

Oiap Tomas Sagen Johannesen
Doktorgradsstipendiat | Rsfosiring of samfunnssikerhal

Mobr 91873799
E-post: dag Lichannesentd Us no

Samtykhserkiering:
Jeg nar mottatt skrifiig informasgon og er villlg il & defta | studien,
R i i i ittt . Telefonmummen ... ... s
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Appendix 4 — Interview: Information to participants

Intervjuguide — Informasjon om prosjektet

Sertifisering og akkreditering for kvalitet og sikkerhet i sykehus”

Bakgrunn og hensikt

Sykehus er institusjoner med store og komplekse organiseringer og systemer. Det er
derfor helt avgjgrende at den daglige organiseringen og driften blir utfert og styrt med
fokus pa faglig forsvarlighet, kvalitet og sikkerhet. For & holde kontroll med at kravene
til en forsvarlig tjeneste blir ivaretatt, er det i Norge etablert en lovpélagt
internkontrollsystem (Forskrift om internkontroll).

Internasjonalt er sertifisering og akkreditering i sykehus utbredt, og i enkelte land
lovpalagt. Sertifisering og akkreditering er systemer som har til hensikt & pavirke til
bedre kvalitet og sikkerhet, og er basert pd anerkjente standarder. Et eksempel pa
dette er ISO 9001:2008, som er en internasjonal standard for kvalitetsstyring. | Norge
har flere sykehus og avdelinger frivillig tatt i bruk denne. Ulike forstdelse og
implementering av standarden kan fare til ulike effekter i virksomheten.

Hensikten med studien:
e Vurdere hvordan sertifisering og akkreditering er forankret i sykehus
e Hvordan sertifisering og akkreditering mater dagens krav om kontroll.
o Studere forstaelsen av sertifisering og akkreditering.
e Bidratil & forklare ulike aspekter som kan ha betydning sertifisering og
akkrediteringssystemer.

Studien retter seg mot sentrale myndigheter og akterer som kan pavirke og
kontrollere praksisen ved de ulike sykehusene. Videre vil ledere og personale som er
eller har veert involvert i sertifiseringsprosesser inkluderes. Studien vil ogsa inkludere
private virksomheter og konsulenter som bidrar i utviklingen av standardene og/eller
som utgver kontroll med sykehusene (sertifiserer og/ eller akkrediterer).

Veileder professor Preben Hempel Lindge

Hva innebeerer studien

Din forstaelse og erfaring med sertifiserings- eller akkrediteringssystemer er viktige,
bade i forhold til din rolle og i forhold til institusjonen du er en del av. Intervjuet vil
hovedsakelig vare mellom en og halvannen time. Intervjuet vil tas opp pé en digital
lydopptaker. Det er ogsd mulig at det vil bli aktuelt & gjennomfare en
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oppfalgingsundersgkelse innenfor prosjektperioden. Du vil da bli kontaktet pa nytt
ved en senere anledning. Prosjektslutt er berammet til juni 2014.

Hva skjer med informasjonen om deg

Datamaterialet oppbevares konfidensielt. Navneliste oppbevares trygt og separat fra
intervjutranskripsjoner og lydopptak. Det er ingen andre enn min veileder, professor
Preben Hempel Lindge, og jeg som vil fa tilgang til de personidentifiserbare
opplysningene. Det vil bli benyttet elektronisk bearbeidingen og analyse av de
innsamlede data. Ved prosjektslutt vil alle navnelister, lydopptak (digitale lydfiler) og
intervjutranskripsjoner bli slettet, og alle gvrige data vil anonymiseres. Publikasjoner
fra denne studien vil veere anonymiserte.

Frivillig deltakelse

Det er frivillig & delta i studien. Du kan nar som helst og uten & oppgi noen grunn trekke
ditt samtykke til & delta i studien. Hvis du sier ja til & delta i studien, har du rett til & fa
innsyn i hvilke opplysninger som er registrert om deg. Du har videre rett til & fa
korrigert eventuelle feil i de opplysningene vi har registrert. Dersom du senere gnsker
a trekke deg fra studien kan du n&r som helst kontakte undertegnede.

Forskningsprosjektet er meldt til Personvernombudet for forskning, Norsk
samfunnsvitenskapelig datatjeneste A/S. Prosjektet er finansiert av Forskningsradet
gjennom den ordingere tildelingen til Universitetet i Stavanger.
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Appendix 5 — Interview guide: Hospital personnel

Intervju helseforetak: Ledere, mellomledere, kvalitetsradgivere

Del 1: Om informanten og organisasjonen og deres tilnaerming til systemer for
styring av kvalitet og sikkerhet

Informanten

Stilling/ rolle

Bakgrunn og tidligere erfaring
Organisasjon / avdeling

Organisering

Generelle oppgaver, ansvar, mandat

Kan du fortelle om organisasjonens / avdelingens arbeid og ansvar i forhold til
kvalitets og sikkerhetssystemer?
Hva er organisasjonens / avdelingens ansvar i forhold til kvalitet og sikkerhet?
Hva oppfatter du at organisasjonen legger i kvalitet og sikkerhet?
Hvordan tilneermer organisasjonen seg arbeidet med kvalitet og sikkerhet?
Hva er de viktigste tiltakene dere har for & sikre kvalitet og sikkerhet?

Kan du fortelle om din rolle og ditt ansvar i forhold til kvalitet og sikkerhet i
organisasjonen?

Hva legger du i kvalitet og sikkerhet relatert til sykehus?

Hva er din tilneerming til kvalitet og sikkerhet i sykehus?

Hvilke forventninger stilles til din rolle i kvalitets og sikkerhetsarbeidet?

Del 2: Om sertifiseringsprosessen og/ eller vurdering og utvikling av
sertifiserings- / akkrediteringsregimer

Kan du tenke tilbake pa da dere begynte a snakke om sertifisering av
kvalitetssystemer, og fortelle om dette?

Hvem var det som farst introduserte ideen?

Hvorfor gnsket man ISO standardisering og sertifisering?

Hvem var involvert og padrivere i prosessen?

Hva syntes du om tanken pa a sertifiseres?

Kjente du til ISO standarder eller sertifisering fra far?

Hvorfor tror du at nettopp I1SO standarden ble valgt?

Hva er hovedhensikten med ISO standarden?

Hvilke forventninger hadde du da dere startet med sertifiseringsprosessen?

Hva oppfattet du at var andres forventninger til sertifiseringen?

Hva skjedde videre i sertifiseringsprosessen?
Hvordan gikk dere fram?
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Intervju helseforetak: Ledere, mellomledere, kvalitetsradgivere

Hvordan tok dere i bruk standarden?
Hvem var involvert og hvordan forankret dere prosessen?
- Internt (toppledelsen, mellomledelse, kvalitetsavdeling, profesjoner,
kollegaer...)
- Eksternt (sertifiseringsorgan, regionalt helseforetak...)
Hvordan var du involvert?
Hvem oppfatter du at har veert ngkkelaktarer i prosessen?
Hva var den viktigste kompetansen dere matte ha i prosessen?
Var det noen viktige vendepunkt?
Var det noen overraskelser?
Mgtte dere noe motstand i prosessen?
Mgtte dere andre problemer og utfordringer?
Hvordan handterte dere motstand og utfordringer?
Hva kunne dere evt. ha gjort annerledes for & unngé dette?
Hvis dere skulle ha gjort hele prosessen om igjen, hva ville du ha lagt vekt pa?

Kan du fortelle litt om sertifiseringsorganets rolle og metode og deres forhold til

disse?

Hvem gjennomfarte revisjoner?

Hvordan var teamet satt sammen?

Hvordan ble revisjonene gjennomfgrt?

Hvilke metoder brukte de for 8 kommunisere kravene i standarden?

Hvordan gikk de frem for & vurdere/ méale organisasjonen etter kravene i
standarden?

Hvordan ble godkjenningen gitt?

Hvordan oppfatter du at revisjonsteamet sa pa sin oppgave og rolle?
- Kontroll, veiledning, leering...

Hvordan ser en helt vanlig dag ut for deg?

Hvis du tenker tilbake pé en av disse “vanlige” dagene i tiden far
standardiserings og sertifiseringsarbeidet startet, hva er eventuelt annerledes i
dag?

Hvordan oppfatter du at standardiseringen eventuelt har hatt innvirkning pa ditt
arbeid?

Hvordan oppfatter du at standardiseringen eventuelt har hatt innvirkning pa
organisasjonen?

Pa hvilke omrader har det eventuelt fart til endringer?

Kan du fortelle litt om hva dere har oppnadd og hvordan dere vil fglge dette opp
videre?
Hva er det viktigste dere har oppnadd med standardiserings og
sertifiseringsprosessen?
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Intervju helseforetak: Ledere, mellomledere, kvalitetsradgivere

Er det noen tydelige fordeler og ulemper ved at dere na er sertifisert?
- wgkonomisk, legitimitet, synliggjaring av kvalitetssystemer...
Hvordan tror du at andre oppfatter organisasjonen etter sertifiseringen?

Hvis du skulle ha gitt noen rad til noen som gnsket & starte med
sertifiseringsprosesser, hva ville du ha lagt vekt pa da?

Del 3: Om standardisering, sertifisering og akkreditering, og regulering av
kvalitet og sikkerhet i sykehus

Kan du fortelle litt om hva du tenker og forstar med sertifiserings og/ eller
akkrediteringssystemer i sykehus?
- Tredjepartskontroll
- Reguleringsregime
- Kontroll, revisjon, evaluering
- Veiledning
- Leering, utvikling
- Aktarer, Roller, funksjoner, personer
- Ledelses- og styringsverktay
Hvis du skulle ha beskrevet for en avdeling i et sykehus hensikten med
sertifisering av kvalitetssyringssystemer, hva ville du ha lagt vekt pa?
Hva oppfatter du at er de viktigste argumentene for etablering av
sertifiseringsregimer?
Hva oppfatter du at er de viktigste argumentene mot etablering av
sertifiseringsregimer?

Hvordan oppfatter du at sertifiseringsordning for kvalitetsstyring forholder seg
til dagens regulering og kontroll av kvalitet og sikkerhet i sykehus?

- Internkontroll

-Krav i lov og forskrifter

- Fokuset pé faglig forsvarlighet

- Fokuset pa kvalitet og sikkerhetsarbeid

Hvordan oppfatter du sertifisering som en mate a regulere kvalitet og sikkerhet
paifremtiden?

Vi har nd snakket om kvalitet og sikkerhet relatert til standardisering,
sertifisering og sertifiseringsprosessen, er det noe mer du vil legge til om dette
som du ikke har fatt sagt?
Har du noen forslag til personer i deres organisasjon som du tror er viktige og
sentrale at jeg snakker med videre i studien?
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Appendix 6 — Interview guide: Certification body - lead auditors

Interview guide: Certification body — Lead auditors

Part 1: About the informant and the organization and their approach
to certification in hospitals according to 1SO 9001

The informant

Position

Background and previous experience
Experience from audit work

What is your role and responsibilities related to hospital certification?
What do you believe the certification body consider as your most important tasks
when it comes to certification?

Can you very briefly explain what certification according to ISO 9001 is?

Think back to your last audit in a hospital (health institution).
What do you see as your most important tasks during the audit?
Control, guidance, learning
What do you perceive as your most crucial background and basis that enables you
to carry out audits in hospitals?
- Professional background
- Another background
- Personal characteristics
- The standard

- Auditing system

Can you tell about how you are followed up by the certification body to be able to
carry out your tasks as a lead auditor?

Imagine an axis where each extreme represents a different approach to auditing
practice. One outer edge represents control, and the other represents
guidance/advice. In what direction do you mainly feel that your auditing
practice is going?

Can you tell more about what you think and understand about hospital
certification?

- Third party control

- Regulatory Regime

- Control, audit, evaluation

- Guidance
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Interview guide: Certification body — Lead auditors

- Learning, development
- Actors, Roles, functions, persons
- Management and management tools

(If you worked for the organization then) Can you think back to when you
started talking about certification of quality systems in hospitals, and tell about
that?

Who first introduced the idea?

Why was hospital certification considered?

Who was involved and drivers in the process?

What did you think about the idea of certification/accreditation in the health

sector?

What do you think is the reason why the certification body conducts hospital
certification?

Part 2: About the certification process and/or assessment and development of
certification regimes

Think back on one of your latest certification audits in a hospital. Can you tell
about how you planned and conducted the audit and what you emphasized
during the process?

How were you involved?

How was the team put together?

How did you proceed / what methods did you use?

What methods do you use to communicate the requirements of the standard?

When you talked about certification in the opening meeting, what did you

emphasize?

Whom do you perceive to be key players in the certification process?

What was the most crucial skill you needed in the process?

Were there any surprises / turning points?

Did you meet any resistance during the process?

Did you face other problems or challenges?

How did you handle resistance or challenges?

What could you possibly have done differently to avoid this?

If you were to do the whole process again, what would you have emphasized?

Can you tell about what you think the hospital has achieved through the
certification process?
What are the most important achievements for the hospital from the
standardization and certification process?
Are there any clear advantages and disadvantages for the certified hospital?
economic, legitimacy, visibility of quality systems...
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Interview guide: Certification body — Lead auditors

How do you think others perceive the hospital after the certification?

Can you tell about something that has surprised you after you started with
hospital certification?

If you were to give some advice to someone who wants to start with
certification processes, what would you have emphasized then?

Part 3: On certification and regulation of quality and safety in hospitals

When you perform certification audits in hospitals and are asked the question
"what is the purpose of certification?", What do you answer then?
What do you think are the most important arguments for hospital certification?
What do you think are the most important arguments against hospital
certification?

A common argument for ISO 9001 certification is that the certificate itself is not
an important matter, but that a certification process is a tool for continuous
quality improvement and for operationalizing the requirements in the internal
control regulation. Can you comment on this argument?

How do you perceive that ISO 9001 certification relates to the current regulation
on quality and safety in hospitals?

- Internal control regulation

- Requirements in law and regulations

- The focus on professional soundness

- The focus on quality and safety work

It has been considered whether some form of certification or accreditation of
hospitals should be required by law in Norway. How do you think that your ISO
9001 certification activities may be suitable in this context?

How do you understand certification as a way to regulate quality and safety in
hospitals in the future?

How do you understand the Certification body’s role and responsibilities if
adverse events occur at a hospital/ward that you have certified?

How do you think you would understand this responsibility if the certifications
you conducted were required by law?

If you should highlight some essential improvement points for hospitals
certification practices, what would you emphasize?
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Interview guide: Certification body — Lead auditors

If you should propose any changes to the ISO 9001 standard related to the
health service, what would you emphasize?

We have now talked about quality and safety related to certification and the
certification process, is there anything more you want to add that you have not

told?
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Appendix 7 — Interview guide: Certification body — managers and
administrative personnel

Interview guide: Certification body — Managers and administrative personnel

Part 1: About the informant and the organization and their approach
to certification in hospitals according to ISO 9001

The informant

Position

Background and previous experience
Experience from audit work

What is your role and responsibilities related to system certification?

Can you very briefly explain what certification according 1ISO 9001 is?
Does xxx have a specific definition of certification, and do you know this?
What do you think is the most important thing about the ISO 9001 standard?

Imagine an ordinary revision according to 1ISO 9001...
Can you tell about the most important tasks for a lead auditor in relation to
certification?

Control, guidance, learning...
What do you perceive as your most crucial background and basis that enables you
to carry out audits in hospitals?

- Professional background

- Another background

- Personal characteristics

- The standard

- Auditing system

Can you tell about what xxx does for lead auditors and technicians to be able to
carry out the best possible certifications?

Imagine an axis where each extreme represents a different approach to auditing
practice. One outer edge represents control, and the other represents
guidance/advice. In what direction do you mainly feel that your auditing
practice is going?

Can you tell more about what you think and understand about hospital
certification?

- Third party control

- Regulatory regime
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Interview guide: Certification body — Managers and administrative personnel

- Control, audit, evaluation

- Guidance

- Learning, development

- Actors, Roles, functions, persons

- Management and management tool

(If you worked for the organization then) Can you think back to when you
started talking about certification of quality systems in hospitals, and tell about
that?

Who first introduced the idea?

Why was hospital certification considered?

Who was involved and drivers in the process?

What did you think about the idea of certification/accreditation in the health
sector?

What did you perceive to be the health sector's expectations for certification?

What do you think is the reason why the certification body conducts hospital
certification?

Part 2: About the certification process and / or assessment of certification
regimes

Think of an ordinary certification/audit process according to 1ISO 9001,
preferably one you have been involved in. Can you tell about the steps in the
process?

Are you usually involved in the process?

How is the team put together?

What methods do you use / how do you proceed?

What methods do you use to communicate the requirements of the standard?
Whom do you perceive to be key players in the certification work?

What is the most important competence you need in the process?

Do you know of any typical surprises/turning points?

If you encounter resistance, what are its characteristics?

Do you often face other problems and challenges?

Can you tell us a bit about what makes your ISO 9001 certification processes
reliable?
What do you think the hospitals see as important for certifications to be reliable?

Can you tell about what you think hospitals/companies achieve through

certification?

What do you think are the most important achievements?
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Interview guide: Certification body — Managers and administrative personnel

Are there any clear advantages and disadvantages for hospitals/companies
being certified?

economic, legitimacy, visibility of quality systems...
How do you think others perceive hospitals/companies after the certification?

Can you tell about something that has surprised you after you started with
hospital certification?

What do you think is special about certification in hospitals in relation to other
sectors?

If you were to give some advice to someone who wants to start with
certification processes, what would you have emphasized then?

Part 3: On certification and regulation of quality and safety in hospitals

When you are on an assignment for xxx and are asked the question "what is the
purpose of certification?”, What do you answer then?
What do you think are the most important arguments for hospital certification?
What do you think are the most important arguments against hospital
certification?

A common argument for ISO 9001 certification is that the certificate itself is not
an important matter, but that a certification process is a tool for continuous
quality improvement and for operationalizing the requirements in the internal
control regulation. Can you comment on this argument?

How do you perceive that certification (according to 1SO 9001) relates to the
current regulation and control of quality and safety in hospitals?

- Internal control regulation

- Requirements in law and regulations

- The focus on risk management

- The focus on professional soundness

- The focus on quality and safety work

It has been considered whether some form of certification or accreditation of
hospitals should be required by law in Norway. How do you think that your ISO
9001 certification activities may be suitable in this context?

How do you understand certification as a way to regulate quality and safety in
hospitals in the future?

How do you understand the Certification body’s role and responsibilities if
adverse events occur at a hospital/ward that you have certified?
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Interview guide: Certification body — Managers and administrative personnel

How do you think you would understand this responsibility if the certifications
you conducted were required by law?

It is often pointed out that there is a lack of research that shows
that certification affects quality in the health sector. Can you comment on this
argument?

If you should highlight some essential improvement points for hospitals
certification practices, what would you emphasize?

We have now talked about quality and safety related to certification and the
certification process, is there anything more you want to add that you have not
told?
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Appendix 8 — Observation: Information to hospital personnel
participating in certification audits
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Side: 2/2 LS
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Appendix 9 — Observation guide

Observasjon av revisjonsleder - revisjon for ISO 9001 sertifisering i sykehus

Om informasjon og samtykke under observasjon

Til revisjonsledere og andre i revisjonsteamet:
Fgr revisjonsstart:
- Gjennomga informasjon sendt i forkant av observasjonen
- Formalet med studien
- Observasjonsfokus pa revisjonsleder
- Info og avklaring om observatgrrollen
- Observerer og falger revisjonsleder
- Avklare rolle og kommunikasjon under revisjonsprosessen
- Observere uten aktiv deltakelse i revisjonsintervjuer / -samtaler
med organisasjonen
- Tar handskrevne notater
- Hva skjer med dataene fra observasjonene
- Anonymitet og konfidensialitet
- Samtykke til deltakelse. Samtykke skal bekreftes aktivt (muntlig, evt.
skriftlig) av alle i revisjonsteamet

Til deltakere fra organisasjonen:
Ved dpningsmagtet:
Felles informasjon til alle deltakere
- Gjennomga informasjon til deltakerne som sendt i forkant
- Tilgjengeliggjer / del ut informasjonsskriv
- Formalet med studien
- Observasjonsfokus er pa revisjonsleder
- Anonymitet og konfidensialitet
- Samtykke til deltakelse. Hvis deltakere ikke samtykker til observasjon,
skal observatgr forlate det aktuelle revisjonsintervjuet / -mgtet.
- Spersmal om samtykke tas opp i starten av alle revisjonsintervju / -mgter

Ved revisjonsintervjuer / -mgter med personell
- Istarten av revisjonsintervjuet: Forsikre om at informasjon om studien og
observasjon under intervjuet / mgtet er mottatt og forstatt
- Obs: - personer som ikke deltok pa &pningsmatet
- Samtykke til deltakelse. Samtykke skal bekreftes aktivt (muntlig, evt.
skriftlig) av alle deltakerne i revisjonsintervjuet / -mgtet

Om revisjonsleder og sammensetning av revisjonsteam

Revisjonsteam:
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Observasjon av revisjonsleder - revisjon for ISO 9001 sertifisering i sykehus

- Antall i teamet
- Rolleriteamet
- Bakgrunn

Revisjonsleder:
- Bakgrunn
- Erfaring fra revisjonsarbeid

Om deltakere og plassering av revisjonsintervju / -mgtet

- Hvilken avdeling / enhet / funksjon

- Huvilket personell deltar (ledere/ mellomledere/ annet personell)
- Antall deltakere

- Plassering for intervju

Omfang, hensikt og hovedfokus for revisjonen

Hva er revisjonsomfanget definert i programmet for sertifiseringsrevisjonen?

Hva retter revisoren fokuset / omfanget pa?
- Ledelsens ansvar og handtering av kvalitetssystemet
- Resurshandtering
- Levering av tjenester
- Maling / analyser
- Forbedring
- Risikohandtering / risikovurdering
- Dokumentgjennomgang
- Interne revisjoner

Hva er den overordnede retningen og tilneermingen i revisjonsintervju / -mgter:
Samsvarsvurdering/ kontroll --- Veiledning /radgivning / forbedring

Gjennomfaring av revisjonsintervju / -mgter

Tilnaerming til intervjuspgrsmal:
Strukturert --- Opportunistisk

- Forhandsdefinerte sparsmal
- ARpne - Lukkede spgrsmal

- Spgrsmal — svar tilnserming
- Samtale / dialog

- Hvem leder / fgrer samtalen
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Observasjon av revisjonsleder - revisjon for ISO 9001 sertifisering i sykehus

- Starter direkte pa spersmal — Innleder til samtale
- Digitale hjelpemidler: eks. projector

Tilnzerming til dokumentasjon- / notering av svar og funn
Skriftlig -- Hukommelse

- Bruker forhandsdefinert skjema for
- Noterer pa «tomt» ark

- Noterer systematisk fortlgpende

- Noterer sporadisk underveis

- Noterer etter intervju

Fokus pa krav og evt. mangler og avvik

- Viser til krav

- Viser til mangler

- Etterspgr dokumentasjon

- Kontrollspgrsmal
Hva i organisasjonen rettes fokuset for mangler og avvik mot?
Hvilke krav henvises til som grunnlag for mangler og avvik?

- til ISO 9001 standarden

- til andre krav (interne/eksterne)

Fokus pa forbedring / veiledning

- Veileder

- Girrad

- Viser til potensielle forbedringsomrader

- Viser til ulike lgsningsforslag
Hva i organisasjonen rettes fokuset for forbedring og veiledning mot?
Hva henvises til som grunnlag for potensialet for forbedring?

Andre elementer som kan ha betydning for intervjusituasjonen
- Vendepunkter
- Overraskelser

Signaler/ ytringer relatert til deltakernes motivasjon for revisjon / sertifisering

- Motstand / negative ytringer
- @nske / positive ytringer

Hvordan brukes 1SO 9001 standarden under intervjuer/ mgtet?
- Viser og refererer direkte til krav i standarden
- Refererer til standarden generelt
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Observasjon av revisjonsleder - revisjon for ISO 9001 sertifisering i sykehus

- Refererer ikke/ i liten grad til standarden

Henvisning til andre standarder / reguleringer
- ISO standarder
- Internkontrollforskriften
- Kravilov og forskrifter
- Kravet om faglig forsvarlighet

Henvisning til revisjonserfaringer med andre organisasjoner
- Andre sykehus
- Andre bransjer

Avslutning

- Stille oppklarende spgrsmal til revisjonsledere
- Avklare eventuelle misforstaelser
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The end



