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Abstract

A new regulatory framework to support local quality and safety efforts in hospitals was introduced to the
Norwegian healthcare system in 2017. This study aimed to explore hospital managers’ perspectives on
implementation efforts and work practices, to understand if, and how the Norwegian regulatory framework
called the Quality Improvement Regulation influences quality and safety improvement activities. Research
question: How do hospital managers work to improve quality and what are their experiences with implementing
the new regulatory framework?

Design A multi-level case study. Data was analyzed by content analysis. Collected by interviews.
Setting Three hospitals retrieved from two regional health trusts in Norway.
Participants Twenty hospital managers or quality advisers selected from different levels of hospital organizations.

Results Participants revealed no change in clinical practice due to the new Quality Improvement Regulation.
However, we did discover recent structural and cultural changes to, and development of, quality improvement
systems in hospitals. Findings indicated that hospital managers are legally responsible for quality improvement
implementation and participants described several benefits with the new Quality Improvement Regulation. This
related to adaptation and flexibility to local context, and clinical autonomy as an inevitable element in hospital
practice. Trust and a safe work environment were described as key factors to achieve adverse event reporting
and support learning processes.

Conclusions This study suggests that a lack of time, competence and/or motivation, impacted hospitals
implementation of quality improvement efforts. Hospital managers’ autonomy and adaptive capacity to tailor
quality improvement efforts were key for the regulatory requirements to have any relevant impact on hospital
practice.

Article summary

Article focus
Exploration of hospital managers’ perspectives on quality improvement implementation efforts and work
practices.

Strengths and limitations of this study
e This study was part of a multi-level case study, involving stakeholders across system-levels.
e Most participants had substantial clinical experience and/or stilled worked in the clinic
environment, in addition to having management responsibilities.
e The study did not include all four regional health trusts in its data and interviews focus on
managers own reflections — no actual study of practice / implementation / change.

INTRODUCTION
After years of regulatory interventions, management strategies and policymaking, improving

quality and safety of healthcare systems remain high on the political agendas. And rightly so
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because globally, patient harm is listed as the world’s fourteenth biggest health burden along
with illnesses such as malaria and tuberculosis [1-5]. Traditionally, the process of quality
improvement involves different dimensions which, if addressed, seek to achieve an optimal
healthcare system [6] (See Table 1 for details). Moreover, efforts to improve patient
outcomes, system performance and professional development (learning), have taken a system
perspective on quality improvement and involvement of stakeholders at different levels [7, 8].
Hospital managers are stakeholders situated in the middle of governmental expectations and
requirements, administrative demands and clinical practice, making their viewpoints
important to explore. Countrywide hospital supervision in Norway have identified challenges
to quality improvement as lack of leadership responsibilities, and non-compliance with
governmental requirements associated with hospital managers’ attitudes, values and
organizational culture for learning [9-14]. Internationally, increased attention has been
brought to involvement of clinicians in management roles [15, 16]. In Norway, as hospital
organizations are required to ensure their employees have relevant competences and
training, leadership programs and training regularly include learning about quality
improvement methods and systematics [5, 17, 18]. Yet, to make quality improvement a
thriving part of daily management practice, it needs to be support by a strategic commitment
to improvement, time to spend on improvement, and a culture that supports managers and

clinicians working together [19].

Prior research on regulatory activities in healthcare has shown inconsistent outcomes in terms
of effectiveness of regulation [20-25]. Many studies have explored healthcare organizations’
capacity of adaptation, but to date few multi-level studies link adaptive capacities with
regulatory activities [26-35]. As for linking quality improvement and adaptive capacity, others
have highlighted that actively engaged participants from all levels in healthcare are important,
stressing how active improvement depends on leadership, also in the sense of recognizing
conditions that require flexibility [7, 36]. Moreover, attention should be payed to the
processes of designing rules that enable adaptive behavior, specifying preferences or goals,

especially since this may lead to a bottom-up perspective rather than top-bottom [20, 35-39].
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With interest in managers’ perspectives on quality improvement in hospitals, this study
explores how hospital managers work to improve quality and how they experience the
implementation of a reasonably new Norwegian regulatory framework for quality
improvement. This framework, the Regulation on Management and Quality Improvement in
the Healthcare Services from 2017 (referred to as the Quality Improvement Regulation)
focuses on developing the capacity of healthcare organizations to continually improve quality
and safety by constructing non-detailed goals for risk management [17]. By the Norwegian
Ministry of Health and Care Services and the Norwegian Directorate of Health it is considered
one of the most important governmental tools to support local quality and safety efforts in
hospitals (see Table 2 for details about the regulatory objectives) [5, 40-41]. Its impact on
healthcare services is still unknown from all perspectives (inspectors, hospital managers,
health personnel). In this study, the aim was to investigate hospital managers’ perspectives
on implementation efforts and the following work practices, to understand if, and how, the
new Quality Improvement Regulation influences quality and safety improvement activities.

The following research question guided the current study:

e How do hospital managers work to improve quality and what are their experiences

with implementing the new regulatory framework?

Table 1 Definitions and Concepts

Quality We adopt the conceptualization introduced by the Institute of Medicine defining quality
through six dimensions: clinical effectiveness, patient safety, patient centeredness, care
coordination, efficiency, timeliness, and equity [6, 82].

Regulation | We define the phenomenon of regulation generally as a governmental mechanism (including
inspection; supervision) and specifically as the Norwegian regulatory framework; regime
referred to in this paper as the Quality Improvement Regulation with a capital “R” in
“regulation”.

Risk We define risk as the consequence of any activity with associated uncertainty; the possibility
that an event or human action could negatively affect valuables [83]. For instance: a specific
patient injury that possibly can occur during or after surgery, but with uncertainty to whether it
will happen, when it will occur and what consequences it will lead to” [84].

Safety We understand safety as one dimension of quality [85]. And, we apply it as the preventive
measures put in place to reduce potential adverse events and the proactive measures that seeks
to reduce the negative consequences and maintain its regular performance [86].

Table 2 Context, key numbers, quality challenges, and regulatory response in the Norwegian
specialist healthcare system

Key numbers
e  Four regional health trusts are set to implement the national policies, plan, organize, govern and
coordinate all subordinated local health trusts; hospitals in their region [87, 88].
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e 1,987,263 million patients treated and/or hospitalized in 2019 [89].
e The overall level of staffing by higher level health personnel is relatively high, with more than 50%
of hospital employees being either physicians or nurse/midwives [90].

Management structure

e Hospitals should be organized with a responsible manager at all levels [18].

e For each organizational unit in the hospital (e.g. clinic (division or similar), department or equivalent,
and sections), there shall be one manager with overall responsibility for the unit, both
administratively and professionally [91].

Quality challenges*

e Lack of adequate management responsibility and competencies.

e Lack of familiarity with- and implementation of the previous regulatory framework for quality and
safety management [92] “ICR”, 2002).
*[9-13, 93].

Regulatory response- the Quality Improvement Regulation

e Through the Quality Improvement Regulation, the regulators require hospital organizations to
establish a system for risk management- and responsibility.

e The Quality Improvement Regulation was designed to embed a Plan, Do, Study, Act (PDSA)
methodology in quality improvement activities, referring to the four-step management logic
developed by Deming [70].

e The Quality Improvement Regulation requires hospitals to plan and establish barriers in order to
discover failure before it has consequences for the patients, and to handle, correct and evaluate
adverse events and failures.

e The focus on the managerial level and the role of managers in risk management and quality
improvement increased significantly with the new Quality Improvement Regulation, specifying

managers responsibility for improvement activities.

METHODS

Study design and setting
This study is part of a qualitative, multi-level case study, performed in the Norwegian specialist

hospital system. It involves three levels of stakeholders: macro level (governmental bodies of
regulation), meso-level (County Governor-regional supervision) and micro-level (hospital
management). This article presents the micro-level sub study, which included semi-structured

interviews with 20 Norwegian hospital managers and quality advisers.

Participants

The inclusion criteria were participants who currently worked as hospital managers or advisers
to hospital managers, preferably with clinical experience, situated at all levels within the
hospital organizations, e.g. head of clinic, head of department, divisional manager. Eighteen
out of twenty participants had authorization and license as health personnel and clinical
experience from hospital practice. Several of them still worked clinically. Four out of five

advisers had previous hospital manager experience and were chosen to highlight the support
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Table 3 for participants’ characteristics.

Table 3 Participants’ characteristics*

*M.D.: Medical Doctor, R.N.: Registered Nurse, D.D.S: Doctor of Dental Surgery, P.T: Physiotherapist

See

Participant | Educational background* Position Organization & Region
1 M.D., specialist, PhD Divisional manager A-1
2 R.N., MSc in Risk Management Adviser, quality and patient safety A-1
3 Lawyer Legal adviser, quality and patient safety A-1
4 M.D. Head of Clinic A-1
5 R.N., MSc in Risk Management Adviser, quality; Clinical Coordinator B-1
6 R.N., specialist Head of Quality B-1
7 Lawyer Deputy Head of Clinic B-1
8 M.D., PhD Medical Director B-1
9 M.D., PhD Head of Research C-2
10 D.D.S., PhD Head of Clinic A-1
11 M.D., specialist, MSc in Health Head of Clinic A-1
Management
12 M.D., specialist; surgeon, PhD, Head of Department B-1
Management courses
13 M.D., PhD, Management courses Head of Department B-1
14 R.N., specialist Head of Department B-1
15 M.D., specialist; surgeon Head of Clinic C-2
16 P.T., MSc in Management Adviser, quality C-2
17 R.N., specialist Head Nurse B-1
18 M.D. Senior Adviser, quality and patient C-2
safety
19 M.D., PhD Head of Department C-2
20 R.N., MSc in Health Management Head of Quality C-2

Recruitment

Participants were recruited from three different hospitals. Hospital one and two belonged to
the same regional health trust, while hospital three belonged to a different regional health
trust. These three hospitals were selected as they were affiliated with the three County
Governors offices recruited in the study. Relevant participants were contacted by e-mail;
proposed participation in the study, of which all (except one) accepted the invitation to

participate.

Data collection

All interviews were conducted during the spring of 2019, then transcribed. SFO conducted and
recorded all interviews face-to-face, at the participants’ workplace. Each interview had a
duration of approximately 1 hour to 1 hour and 30 minutes. Based on the preplanned semi-
structured interview guide (see Supplementary file 1), open-ended questions focused on areas
of responsibility, work practices, training, implementation of quality improvement measures,
regulatory flexibility, the role of supervision in improvement work and learning, experiences
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connected to structural development and attitudes, cooperation among different levels of
government, management-levels in hospitals and sharp end. Prior to the interviews, the
participants received an information sheet informing them about the study’s topic, methods
and data protection, and were subsequently requested to give their written consent. No pre-

existing relationship with any of the participants existed.

Analysis

Researcher SFO analyzed the interview transcripts manually, using content analysis influenced
by Graneheim & Lundman [42]. After organizing and analyzing all transcripts into a matrix,
four themes emerged across the data. Researchers GBS and SW read all interview transcripts
and participated in discussions about categories and themes, to ensure the data’s reliability
[43]. Our data were relatively rich, and we reached saturation during the analysis, justifying
the number of participants [44, 45]. We approached the data inductively, and findings were

explained and interpreted by using theory linked to adaptive capacity [46-50].

Patient and public involvement
Patients were not involved in this research. However, co-author GSB has a triple-involvement

role, having substantial professional governance experience from the Norwegian Board of
Health Supervision in addition to currently being senior adviser at a major university hospital,
and a university professor. This gives unique insight into the study field and may be considered

public involvement both from a national stakeholder- and a hospital perspective.

RESULTS

From our data of twenty interviews, we identified four themes (see Table 4 and Table 5 for
illustration of the analytical process and illustrative quotes): (1) Adaptive capacity in hospital
management and practice, (2) Implementation efforts and challenges with quality

improvement, (3) Systemic changes, (4) Learning for quality improvement and supervision.

Theme | Adaptive capacity in hospital management and practice

Participants agreed on the Quality Improvement Regulation’s flexible design, enabling
managers to determine and adapt implementation efforts and quality improvement measures
to their local context. This was portrayed as essential, partly due to the complexity in the

system including different risks and elements (e.g. postoperative complications, team
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coordination, complex procedures) of variation and uncertainty. Risk-based management was
thus characterized as one of the favorable advantages with the new Quality Improvement
Regulation, as it encourages managers to asses risks according to specifics and hallmarks in

the relevant unit, department, and clinic.

Participants argued that having a one size fits all solution is not easy, as improvising will always
be necessary at a local level. They continued with describing that in a hospital you are not in
control of your day because new situations occur, implying that it is impossible to anticipate
every possible event. This is one of the main reasons for why implementation of new routines
and procedures are challenging, participants claimed. They believed that the embedded risks
will remain risks regardless of new regulatory requirements, illustrated by the fact that
adverse events still occur despite new, improved routines, and procedures. Adding to this,
participants described how they worked on standardizing procedures aiming to reduce some
of the unwanted variation in their work but noted that methods of treatment and evidence
evolve so quickly that procedures need constant updates. And while the government
sometimes presents a black and white solution, a procedure is only valid until good reasons

exist to deviate from it, they noted.

Autonomy was described as a key flexibility feature in everyday hospital work, especially for
physicians. However, high degrees of autonomy may sometimes compromise physicians’
willingness to actively participate in systematic quality improvement work compared to the
nursing profession, participants claimed. They also reported that the flexibility leaves the
hospitals with the choice to implement whatever adverse event reporting system they choose.
Furthermore, adaptive capacity to handle risks and challenges implies that hospitals are
influenced by their own competences in terms of having the right personnel and training.
Some participants even requested more strict support and correctives from their senior
managers because that would indicate that their manager knew what sort of challenges they
struggled with in their everyday work (e.g. quality improvement efforts are added on top of
their everyday workload, lack of good quality indicators, lack of personnel and time,

information overload, lack of coordinated data systems).
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Theme Il Implementation efforts and challenges with quality improvement

Our participants all agreed about the advantage and necessity of highlighting management
responsibility in the new Quality Improvement Regulation. However, participants reported
that most managers already have too many obligations and do not have time to prioritize
systematic quality improvement efforts. Some even reported that many managers simply do

not care about professional management and administering of their unit, department or clinic.

Although PDSA as a method was familiar to the hospitals prior to introducing the Quality
Improvement Regulation, several participants argued that the systematic four phase process
is not embedded in health personnel’s work practice. They described all four phases as equally
important but stressed that evaluation and restoring/returning to a normal state are the most

demanding to operationalize into reality.

Participants believed that the Quality Improvement Regulation did not lead to change in
clinical practice. Lack of understanding of what was referred to as “internal jargon” in quality
improvement and patient safety was believed to add to the burden and responsibilities of
managers. However, several quality improvement measures were described, such as double-
check of medications, focus on communication in teamwork, reducing the number of hallway
patients, questionnaire for patients’ satisfaction, preoperative marking, and surgical
checklists. The latter was described as the most difficult, yet most successful implementation

measure.

Several participants referred to what they experienced to be a common, yet a false claim: that
physicians are not concerned about or involved in quality improvement. A lot of the
improvement methodology is present although it is not stated clearly or written down and
most physicians do work unconsciously in accordance with the quality improvement
methodology, participants reported.

Theme Ill Systemic changes

Findings revealed both structural and cultural changes to, and development of, quality

improvement systems in the hospitals. The structural quality improvement elements were

9

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 10 of 32


http://bmjopen.bmj.com/

Page 11 of 32

oNOYTULT D WN =

231

232

233

234

235

236

237

238

239

240

241

242

243

244

245

246

247

248

249

250

251

252

253

254

255

256

257

258

259

BMJ Open

described in terms of the establishment of different types of meetings, councils and
committees (e.g. patient safety- and quality councils, network meetings, internal audit
meetings) at the administrative- and management levels in hospitals. Furthermore, systems
of adverse event reporting and systems for documentation of procedures, routines, guidelines
were introduced, and constantly evaluated and improved. The latter was described as
extremely challenging in everyday work, as the number of available documents was felt to be
overwhelmingly, and sometimes routines and procedures overlapped or were outdated. In
addition to hospital internal structural changes, participants described an increased
governmental spotlight on patient safety in general and on managers’ roles in reducing risks
and enabling their employees to work safely and provide high quality care to patients. As a
legal document, the Quality Improvement Regulation manifested this development, the

participants explained.

All participants reported a cultural shift in improvement work over recent years. They
described a change in attitudes towards the importance of continuous quality improvement
and the systematic approach to it. Courses and training that used to be ignored by physicians,
had gained attention and increased its popularity, however support systems and routines
varied. Several participants also had experienced and expected a further shift with new
generations of physicians approaching the field. This was explained partly due to the renewed
curriculum introducing the methodology of systematic planning, acting, restoring and

evaluation early on in their education.
Theme IV Learning for quality improvement and supervision

In order to maintain high quality care, interpersonal trust among health personnel and
institutional trust between hospital managers and governmental supervisory bodies is a
necessity, participants argued. Explaining why adverse event reporting was still weak,
participants highlighted a safe work environment. Participants felt that a healthy reporting
regime emerges from a just culture, which in turn leads health personnel to feel confident
that they will be taken care of if they make mistakes and if they report adverse events. Some

noted that a systems-perspective to adverse events, supported by the Quality Improvement
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Regulation, was more frequently applied now compared to in previous supervision activities,

contributing to the needed sense of confidence to openly discuss adverse events and risks.

In general, organizational and individual learning was described as challenging and even more
so learning across departments, clinics and between hospitals. Participants explained that it
was difficult to learn from adverse events during normal work operations due to time
pressures, nor did health personnel always have the motivation to do it. And since it is difficult
to learn from adverse events, and the time is lacking — they argued that it is difficult to learn

from successful outcomes too.

As a response to questions about the interplay between hospitals and supervisory bodies,
most participants emphasized that supervision could be useful and help the managers to focus
on certain risk areas or challenging work practices. However, participants gave examples of
less helpful episodes, such as inspectors having different views on certain rules and
regulations, adding that some recommendations from inspectors were difficult or impossible
to implement in practice. Some noted that supervision focuses primarily on negative aspects
of improvement and felt that internal audits were more relevant and useful than

governmental supervision, because the hospitals are leading their own problem solving.

Table 4 Theme 1 & 2 and categories with illustrative participants’ quotes

THEME CATEGORY ILLUSTRATIVE QUOTES FROM PARTICIPANTS

Adaptive The room for Medical doctor, head of department (13): The Quality

capacity in maneuver Improvement Regulation gives you room to maneuver because it
hospital has a generic design.

management

and practice Medical doctor, head of clinic (11): After all, you are completely

dependent on close dialogue with those who work (at the sharp
end) and we as managers need to move closer to find out where
we need to adjust and to discover the areas where things are not

working.
Perceived Medical doctor, head of department (12): There are so many
benefits with different things that come up and occur, that it is not always easy
adaptation and to have a one size fits all solution. There is some improvisation
flexibility to local | sometimes, in how to approach a problem.

context
Medical doctor, adviser in quality and patient safety (18): For a
very detailed procedure to work well, you must be able to predict
all types of situations that the different medical practitioners may
come across, and we do not always manage to predict that.
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Risk-based
management

Oral surgeon, head of clinic (10): | do put quite an amount of
responsibility on the unit managers, because they are in the midst
of it all and they know where the risks are, and the risks will vary.

Medical doctor, head of clinic (4): Sometimes during a review (of
an adverse event) things come up that we did not discover prior to
the adverse event, so it is important that the analysis team
somehow understands the mission of uncovering elements that
might be risks. And that is where the competences; skills come into
play, because it is great to attend courses; training, but you must
really apply it (practically) to become good at it.

Autonomy

Medical doctor, head of department (12): In any situation, there is
usually a captain. And at the end of the day, someone must make a
decision.

Medical doctor, head of clinic (15): They must get the impression
of being involved in- and to influence their daily work. To give a
purely administrative order, like: “Now you must pull yourself
together, you should to do this and that”, that approach will not
do, they will boycott it.

Nurse, head of department (14): | feel that we are free to express
it (further up the hierarchy), if we experience that some efforts do
not make sense to our work practices.

Medical doctor, adviser in quality and patient safety (18):
Physicians hate to be controlled. At the same time, they write to
the Ministry “we got to have some clear guidelines”, so physicians
both love and hate rules. And it's a schizophrenia that physicians
have always had.

Variation,
uncertainty and
risk

Medical doctor, head of clinic (15): What did Schwartzkopf, the
general during the Gulf War say? You must always have a plan, and
what happens when the war begins? You throw the plan
overboard.

Medical doctor, head of department (12): | will defend my
employees if it turns out that their choice was not right, because it
was the best choice based on what they knew at the time of their
decision.

THEME CATEGORY ILLUSTRATIVE QUOTES FROM PARTICIPANTS

Implementation | Managers Medical doctor, adviser in quality and patient safety (18): | think
efforts and responsibility for | that the Quality Improvement Regulation is providing managers
challenges with implementation with an overall description of how a manager should act. You must
quality do all these things that many people believe are obvious. And the
improvement Quality Improvement is kind of “stating the obvious”.

Nurse, quality adviser (2): Personally, | have always been
concerned with- and interested in risk assessments and risk-based
management. So, | am very happy that this new Quality
Improvement Regulation is somehow clearer with respect to that.

PDSA-
methodology

Oral surgeon, head of clinic (10): We use PDSA a lot in our work,
and | just feel that it is another way of looking at the Quality
Improvement Regulation.

Medical doctor, head of research (9): The extent to which these
(PDSA) circles work according to the intention: there are measures
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implemented, and then there is no follow-up of the decisions.
There is a total lack of it, | would almost say.

Nurse, head of quality (6): | do not know if | am able to articulate
how | work specifically with the four (PDSA) elements (...) because
it is quite different from one area to the next.

No change in
(clinical) practice

Nurse, quality coordinator (5): Some things have been done by the
executive level, but the clinic managers have not addressed it.

Table 5 Theme 3 & 4 and categories with illustrative participants’ quotes

THEME

CATEGORY

ILLUSTRATIVE QUOTES FROM PARTICIPANTS

Systemic
changes

Structural
development

Nurse, Head of Quality (20): We were probably more mature now
in order to get that new Quality Improvement Regulation, and
what | think is very nice is that it's to the point, 3 pages and it's kind
of “this is how we should do it”.

Medical Director (8): We are obliged to do an annual risk review,
which we have never done before, and we believe that the (Quality
Improvement) Regulation has helped us in turning the spotlight on
that.

Lawyer, legal adviser in quality and patient safety (3): We have
built a new structure of quality and patient safety units.

Lawyer, deputy head of clinic (7): It has been one of the most
important things, the system for documentation, and we have
been working intensely to clear away old routines, revise all
routines and get them updated, especially since our new quality
adviser started.

Cultural
development

Medical doctor, head of clinic (15): (Quality improvement work) is
not entirely new, but quite new. When | started as a surgeon, these
were things that never came into view, so it's been a remarkable
change, especially over the last ten years.

Medical doctor, adviser in quality and patient safety (18): Today,
managers can hardly speak without having to mention the word
patient safety. So, it's been an interesting development.

Medical doctor, head of department (19): | have experienced a
generational shift compared to when | started twenty years ago,
and now the hierarchy and structures are less strict and we have
more respect for patients as human beings (...) than just fixing
technical issues so to speak.

THEME

CATEGORY

ILLUSTRATIVE QUOTES FROM PARTICIPANTS

Learning for
quality
improvement
and supervision

Organizational
trust and
interpersonal
confidence

Medical doctor, head of clinic (15): We are an intellectual
organization, right, that is what drives us forward. After all, it is
about our minds, so to be able to change things you must get all
these minds on board. Otherwise, everything stops.

Medical doctor, head of department (19): And I think that in doing
quality improvement and patient safety work, we need to
recognize that the number one priority is to ensure that health
personnel are confident that they will be taken care of if they make
mistakes, and that they find themselves in a system that reduces
the number of adverse events to a minimum.
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Challenges with Head nurse (17): We do have regular meetings within the clinic and
internal- and across departments, so we learn a lot and it is our responsibility to
cross-sectional somehow pass it on to our department. | don't think there is a
learning good system for that, but | don't know how it could be resolved.

The challenge is the amounts of information which | must
communicate further down the system, to my employees, but they
work shifts and are not necessarily checking their email every day.

Perceptions of Medical doctor, head of clinic (15): If you have a written procedure
external and something happens, then they (red. inspectors) ask: "But why
supervision didn't you do that?" Because the anatomy indicated differently

(red. physician answers). "But it says in your written procedure that
you should do it, right?” That is how a lawyer speaks compared to a
physician...

Medical doctor, head of department (19): Nothing is better than
having someone from the outside looking in. They assess us and we
may disagree with their opinions, but we should not disagree with
their opinions, we should look for what they evaluate as an adverse
event. Not that we made a poor judgment and if we did, they often
justify why we made that mistake or where it went wrong. We
should learn from it, and that is where the process starts to get
exciting.

DISCUSSION
The principal findings
According to the Quality Improvement Regulation, managers are responsible for

implementation efforts- and for the use of PDSA-methodology, but participants described no
change in (clinical) practice due to this new regulatory framework. However, we did discover
structural and cultural changes to, and development of, quality improvement systems in
hospitals in recent years, that the Quality Improvement Regulation appears to be part of.
Participants described several benefits with adaptation and flexibility to local context, and
clinical autonomy as an inevitable element in hospital practice. Trust and a safe work
environment were considered key factors to support adverse event reporting and learning

processes.

Strengths and limitations of this study
The main strength with the current study is that it is part of a multi-level designed study

investigating regulatory quality improvement implementation and work across a healthcare
system. It is essential to involve different types of stakeholders when researching the system-
level phenomenon of risk-based management, where complexity, uncertainty and variation
are key concepts. Here, main attention is given to managers who both legally and practically
are responsible for quality improvement. This is a strength when seeking knowledge about

practical implications of regulatory changes. An additional strength is that most participants
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had substantial clinical experience and/or stilled worked in the clinic environment, in addition
to having management responsibilities. A limitation with this study is that interviews focus on
managers own reflections — no actual study of practice / implementation / change. Another
limitation is that two out of four regional health trusts in the Norwegian specialist healthcare
system were not included. This may have hampered valuable information about the
implementation process and geographical variations, since the support systems and routines
for training managers differ from region to region. Guided by the information power,
however, the sample size of 20 participants was adequate and supported our effort to ensure

trustworthiness [42, 51].

Implementation and the capacity to adapt
How the government chooses to tailor healthcare regulation depends on the area: some

sectors are strictly governed by prescriptive rules (e.g. medication related issues). The idea
with the Quality Improvement Regulation’s design was to provide managers with non-detailed
goals for risk management-based implementation. With a non-detailed regulatory framework,
the government does not specify how hospital managers should “get there”, built on ideas of
local autonomy. As our data revealed, improvisation and local adaptation is viewed as
essential, along with an acceptance that healthcare situations such as patient treatment,
diagnosis, surgery can develop into unforeseen scenarios which cannot be planned for.
Regulatory measures that are too standardized or prescriptive could adversely reduce the
autonomy of health personnel. Our findings illustrated that managers acknowledged that
strict regulations could potentially affect and hamper patient safety in cases where flexibility

could be beneficial to the outcome.

However, a high degree of system adaptive capacity could occasionally represent a
disadvantage, for instance when a procedure is adjusted but leads to an unsuccessful or
unacceptable outcome [50], or regulatory flexibility combined with a lack of interest in quality
improvement work allows regulatees to deliberately ignore quality and safety expectations.
Moreover, when choices and decisions are left to hospital organizations this creates
considerable demand for internal systems to train managers, to establish systems for
implementation support and IT-solutions. This is echoed by past research on the growth of

internal bureaucracy due to governmental deregulation of safety management [52]. Hence,
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our study found a paradox in the systemic development of meetings, councils and committees
at the administrative- and management levels in hospitals to comply with regulatory
requirements for quality and safety, while managers reported few changes at the sharp end.
It is reasonable to think that there is a disparity in hospital manager support across different
hospitals. Thus, having autonomous responsibility for competences and management
training, could in turn lead to different priorities in different regions and hospitals. Variation

in support systems and routines was nevertheless reflected in our results.

Moreover, previous research has emphasized skills and support to manage conditions of
unexpected events, and that managers (due to prioritization struggles) need guidance to
understand what is operationally needed [53-55]. Indeed, lack of knowledge and skills is
perceived a significant barrier to quality improvement [56, 57]. We argue that our current
study demonstrates that the Quality Improvement Regulation’s non-detailed regulatory
design, leaving implementation decisions to managers, could complicate managers’
understanding of governmental expectations. Especially since the requirements need to be
translated before practically applied (e.g. how to define specific hospital-conduct as
reasonable; safe; prudent, what is adequate documentation). As successful implementation
requires more than a change in regulatory rhetoric, and our study indicates that support tools
for managers to achieve the goals in a systematic way, have not been developed. The
disjunction between rhetoric and reality, or theory versus practice, is a familiar one in research
on implementation of rules and regulations in healthcare. It is often referred to as a dichotomy
of work as imagined versus work as done [49, 58]. This applies particularly to how
requirements are trickled down the system to get resonance with those who do the actual
implementation [35, 38, 39, 59, 60]. When lower level managers fail to implement efforts
because they are difficult to convert into practice or that the policies being implemented have
a weak relationship with the core clinical tasks, a process of “decoupling” has occurred [38,
39]. The study of van de Bovenkamp et al. 2017 [61] revealed that hospitals needed to do a
lot of interpretive work to make use of regulation, however autonomy enabled this strategic
work. Other studies have shown that additional resources and systems sometimes are needed
in order to interpret and implement regulatory requirements [62]. As detailed rules and

regulations may often be perceived as barriers to implementation, focusing regulatory
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attention on defining the quality of processes and outcomes could potentially make regulatory
expectations more feasible for practical implementation. On the other hand, some hospital
managers may find less details less helpful, because most of the responsibility, decisions and
operationalization are left with them. What can be drawn from this is that it will be important
to consider how regulatory expectations are designed in ways that enable hospital managers
to put efforts into practical reality. This implementation gap may also partly be explained by
the type of managers who oversee implementation efforts. With different leadership
approaches debated in the literature, prior research has identified how clinical managers’
sometimes struggle with role and identity [16, 63-67]. Thus, to become interested in
management there ought to be awareness of meaning and purpose in management training,
as it is first and foremost clinical work that is perceived meaningful to them [16, 67]. Moving
forward, it will be crucial to develop management practices that encourage quality
improvement efforts, and encourage health personnel to participate [19, 68]. Putting
clinicians in management roles, provided with adequate leadership and quality improvement
training, is key to making improvement an embedded and inclusive activity in everyday clinical
work—especially since clinical managers often have experienced the importance of flexible
and adaptive behavior firsthand [15, 16, 36]. Thus, the “hybrid professional manager” might
bridge professional management, clinical identity and engagement, constituting an important

system factor underpinning successful quality improvement and implementation [65, 66, 69].

PDSA - government favored methodology for quality improvement
Although the Quality Improvement Regulation manifested the PDSA-logic [70], it did not fully

explain why managers should put quality and safety high up on the agenda. Our findings
indicated that clinicians worked with quality improvement, but they did not necessarily follow
the PDSA-logic nor were familiar with the Quality Improvement Regulation. Moreover, several
participants described that measuring improvement efforts was challenging. This may be
because PDSA assumes that everything is measurable [71]. In that sense, and alike our study,
prior research has found some drawbacks in using PDSA in hospitals’ quality improvement
work [72-74]. Although the PDSA methodology encourages learning and supports adaptation
of interventions, its efficient use requires considerable training and organizational and
managerial support [73]. If PDSA is to remain the core of regulatory design, then issues of
organizational support and training need to be accounted for by regional health trusts and
government budgets. Several alternative quality improvement methodologies exist. For
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instance Six Sigma (define, measure, analyze, improve, control), Lean (identify waste;
activities that do not add value), Root Cause Analysis (RCA) (identify the underlying causes;
reactive in its approach), Failure Modes and Effect Analysis (FMEA) (identify potential adverse
events, failures and hazards; proactive in in its approach) [75]. Commonly amongst these
approaches is that they presuppose identification of a specific problem area or cause(es)
before the next steps of action might be implemented. This could possibly make one overlook
certain areas that are not obviously apparent. Thus, based on the contextual reality of hospital
managers, reflected in our findings about resources and lack of time, we argue that complex,
non-linear processes are challenged by these methodologies. Moreover, systemic risk factors
such as resources and time are embedded and often linked and interrelated when an adverse
event occurs [76-79]. Other organizational design considerations also seem important,
beyond specific improvement methods. For instance, the inclusion of short, daily breaks to
facilitate learning episodes may assist in improvement efforts [80]. Organizational adaptations
such as this could address some of the challenges identified by participants in this study,
where systematic quality improvement in line with the Quality Improvement Regulation’s

PDSA-logic, was viewed as too time-consuming to justify full scale implementation.

Implications for clinicians and policy makers - and future research
This study is of relevance to both regulatory bodies and the management level within

hospitals, and important for development and implementation of future regulatory
amendments in a Norwegian and international context. Our results may contribute to
theoretical development of macro-level regulation, by implying how inclusive governance can
add value to fill in the gap between work as imagined and work as done and support adaptive
capacity as a positive element in quality improvement work [50]. Additionally, our study
highlights regional variation in management training and programs for leadership
development, which fuels the idea that it will be important to provide a minimum level of
training to all hospital managers, regardless of organizational level and regional affiliation. Yet,

there are some unanswered questions that speaks for future research, for instance:

* How to provide additional management support for implementation through adding
“practice facilitators” [53].

* How to improve the collaboration between inspectors and hospital managers [81].
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* It would also be valuable to engage in cross-country comparative research to
investigate how different regulatory regimes value flexibility in regulatory strategies

for quality improvement and patient safety.

CONCLUSION

In this study we explored how hospital managers work to improve quality and their
experiences in with implementing a new regulatory framework to support quality
improvement. Lack of time, competence and/or motivation, appears to limit the
implementation of quality improvement efforts. While quality improvement work is not solely
dependent on a specific regulatory framework, the Quality Improvement Regulation may be
an instrument that, over time, leads to structural and cultural change, and a shift in strategic
learning focus and resource allocations. Ultimately, hospital managers’ autonomy, adaptive
capacity and ability to tailor quality improvement efforts to local circumstances were key for

regulatory requirements to have any relevant impact on hospital practice.
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Interview guide

Please introduce yourself (name, educational- and professional background, current position).

Are you familiar with the new Quality Improvement Regulation and its content?

What are the routines for management in terms of the organization’s (the unit, department, clinic)
continuous safety- and quality improvement work?

How do you, as a manager, work with quality improvement and safety measures? What are your
responsibilities?

What is quality improvement to you?

What kind of mandatory management training/courses for planning- and implementation of risk- and
safety measures did you go through as a manager?

If this type of training/courses was attended, what were the learning outcomes do you think?

How do you understand the requirements for internal control?

Have you experienced any challenges regarding the implementation of the new Quality Improvement
Regulation, if so, what kind of challenges?

How do you consider the differences between the new Quality Improvement Regulation and the previous
Internal Control Regulations?

How do you consider the Quality Improvement Regulation to provide you with room to maneuver, if you
consider it to facilitate that?

Seen from your perspective, how do you think the new Quality Improvement Regulation facilitates or
hampers/hinders flexibility and adaptation in the local improvement work?

How does the Quality Improvement Regulation facilitate or hamper/hinder learning, seen from your
perspective?

The concept of resilience focuses on the things that turn out successfully, how do you deal with that in
your organization?

What do you regard as the elements determining if the health services you provide are robust?

The Quality Improvement Regulation consists of four steps of requirements for the organization’s
activities (to plan, to act, to evaluate and to correct): how do you work with these requirements and
steps?

Due to the Quality Improvement Regulation, you are obliged to have a management system — how do
you document that you have such a system?
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Do you consider any parts or specifics in the Quality Improvement Regulation more important than
others, if so, what parts?

Do you feel that the Quality Improvement Regulation (the document) is accessible and comprehensible?
Do you have any examples of terms that are difficult to understand?

Have you ever experienced uncertainty in how you should work with quality improvement, considering
what the regulatory framework implies?

What do you do if you are uncertain about how to deal with the requirements provided in the regulatory
framework?

Do you have any thoughts about being the subject for supervision/inspection?

In what ways does the collaboration between national and regional inspectors impact hospital
management and quality improvement work?

How did you experience the communication- and information process (provided by the Ministry, the
Directorate, the Inspectorate), prior to the Quality Improvement Regulation went into effect?

Do you have any suggestions for the government bodies in terms of what they could have done differently
during the development and implementation of the Quality Improvement Regulation, if so, which
suggestions do you have?

If you were to give input to changes that could supplement the existing legislation, as a manager, which
suggestions would you give the government bodies?

Have you sensed a change in attitude towards quality improvement following the new Quality
Improvement Regulation, if that is the case, what sort of changes?

Are there any internal documents (to support quality improvement and patient safety work), if so, what
sort of documents and what is the content?

How are guideline- and support documents being applied into the quality improvement work?

In what ways does the Guidelines document associated with the Quality Improvement Regulation,
contribute to ease your work?

Which specific changes in your work practices has the Quality Improvement Regulation contributed to?
(If none, why?)

Looking ahead — how do you expect the new Quality Improvement Regulation to contribute to improve
management of quality in your hospital?

Is there anything we have not talked about yet, that you feel is important to mention?
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Revised Standards for Quality Improvement Reporting Excellence

SQUIRE 2.0

Notes to Authors

o The SQUIRE guidelines provide a framework for reporting new knowledge about how to improve healthcare.
e The SQUIRE guidelines are intended for reports that describe system level work to improve the quality, |
safety, and value of healthcare, and used methods to establish that observed outcomes were due to the

10
11
12
13
14
15
16
17
18
19
20
21
22
23

intervention(s).

e A range of approaches exists for improving healthcare. SQUIRE may be adapted for reporting any of these.
e Authors should consider every SQUIRE item, but it may be inappropriate or unnecessary to include every

SQUIRE element in a particular manuscript.
o The SQUIRE Glossary contains definitions of many of the key words in SQUIRE.
e The Explanation and Elaboration document provides specific examples of well-written SQUIRE items, and

an in-depth explanation of each item.
e Please cite SQUIRE when it is used to write a manuscript.

Title and Abstract

26 . . e e .

27 Indicate that the manuscript concerns an initiative to improve healthcare

28 (broadly defined to include the quality, safety, effectiveness, patient-

29 centeredness, timeliness, cost, efficiency, and equity of healthcare)

30

31 “Hospital managers’ perspectives with implementing quality improvement measures
g; 1. Title and a new regulatory framework - a qualitative case study” |
34

35

36 Ref. page 1

37

38

39 . . . - . . .

40 a. Provide adequate information to aid in searching and indexing

41 .
42 b. Summarize all key information from various sections of the text using the -
43 2. Abstract abstract format of the intended publication or a structured summary such as:

44 background, local problem, methods, interventions, results, conclusions

45

46

Introduction
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Why did you start?

50
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3. Problem Description

Nature and significance of the local problem
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4. Available Knowledge

Summary of what is currently known about the problem, including relevant
previous studies
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Abstract

A new regulatory framework to support local quality and safety efforts in hospitals was introduced to the
Norwegian healthcare system in 2017. This study aimed to investigate hospital managers’ perspectives on
implementation efforts and the resulting work practices, to understand if, and how, the new Quality
Improvement Regulation influenced quality and safety improvement activities.

Design A multi-level case study. Data was collected by interviews and analyzed according to qualitative content
analysis.

Setting Three hospitals retrieved from two regional health trusts in Norway.
Participants 20 hospital managers or quality advisers selected from different levels of hospital organizations.

Results Four themes were identified in response to the study aim: (1) Adaptive capacity in hospital
management and practice, (2) Implementation efforts and challenges with quality improvement, (3) Systemic
changes, and (4) The potential to learn. Participants revealed no change in their practice due to the new
Quality Improvement Regulation (2). However, we did discover recent structural and cultural changes to, and
development of, quality improvement systems in hospitals (3). Findings indicated that hospital managers are
legally responsible for quality improvement implementation and participants described several benefits with
the new Quality Improvement Regulation (2). This related to adaptation and flexibility to local context, and
clinical autonomy as an inevitable element in hospital practice (1). Trust and a safe work environment were
described as key factors to achieve adverse event reporting and support learning processes (4).

Conclusions This study suggests that a lack of time, competence and/or motivation, impacted hospitals’
implementation of quality improvement efforts. Hospital managers’ autonomy and adaptive capacity to tailor
quality improvement efforts were key for the new Quality Improvement Regulation to have any relevant
impact on hospital practice and for it to influence quality and safety improvement activities.

Article summary

Strengths and limitations of this study

e The main strength of this study is the novel approach of involving hospital managers’ perspectives
in healthcare regulation research, as they are both legally and practically responsible for
improving quality and safety.

e Most participants had substantial clinical experience and/or still worked in the clinic environment,
in addition to having management responsibilities. This provided our study with valuable insight
into the complexity in hospital management.

e  The study did not include all four regional health trusts in Norway in its data.

e  Variations in support systems and routines for training managers differ from region to region and
may have implicitly or explicitly impacted participants’ views and experiences with quality and
safety improvement and in turn potentially influenced findings.

e The individual interviews only focused on hospital managers own reflections and no actual,
observational studies of practice, implementation or change where conducted.

2

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

52

53

54

55

56

57
58

59

60

61

62

63

64

65

66

67

68

69

70

71

72

73

74

75

76

77

78

79

80

81

82

BMJ Open

INTRODUCTION

After years of regulatory interventions, management strategies and policymaking, improving
quality and safety of healthcare systems remain high on political agendas around the world.
Still, patient harm is listed as the world’s 14 biggest health burden along with illnesses such as
malaria and tuberculosis [1-5]. The process of improving quality and safety has traditionally
involved different dimensions which, if addressed, seek to achieve an optimal healthcare
system [6] (See Table 1 for definitions of ‘quality’ and ‘safety’). A system perspective on quality
improvement and involvement of stakeholders at different levels are portrayed as key in
efforts to improve patient outcomes, system performance and professional development
(learning) [7, 8]. Moreover, management of- and leadership in healthcare is reckoned one of
the fundamental elements to quality and safety, particularly related to implementation of
improvement activities [9, 10]. Inquiries into major healthcare failures, such as the Mid
Staffordshire inquiry in 2013 and the Morecambe Bay inquiry in 2015 in the UK, revealed poor
management and lack of safety oversight as common contributors to quality failures [1, 2]. A
progress report from 2018 added to these findings, calling for stronger management
commitment in healthcare, amplifying how quality and safety should be incorporated into
operational culture [4]. Internationally, increased attention has been brought to involvement
of clinicians in management roles and highlighted the key role top managers play in providing
support to lower level managers [11, 12]. In Norway, hospital organizations are required to
ensure their employees have relevant competences and training. Current leadership programs
and training regularly include learning about quality improvement methods and systematics
[5, 13, 14]. Yet, recent research has indicated that to make quality improvement a thriving
part of daily management practice, it needs to be supported by a strategic commitment to
improvement, time to spend on improvement, and a culture that supports managers and

clinicians working together [15].

Table 1 Definitions and Concepts

3
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Quality We adopt the conceptualization introduced by the Institute of Medicine defining quality
through six dimensions: clinical effectiveness, patient safety, patient centeredness, care
coordination, efficiency, timeliness, and equity [6, 16].

Regulation | We define the phenomenon of regulation generally as a governmental mechanism and
specifically as the Norwegian regulatory framework; regime referred to in this paper as the
Quality Improvement Regulation with a capital “R” in “regulation”. Different regulatory
activities exist, with different interventionistic approaches; acts of law, internal control, self-
regulation, external inspection; supervision [17, 18].

Risk We define risk as the consequence of any activity with associated uncertainty; the possibility
that an event or human action could negatively affect valuables [19]. For instance: a specific
patient injury that possibly can occur during or after surgery, but with uncertainty to whether it
will happen, when it will occur and what consequences it will lead to” [20].

Safety We understand safety as one dimension of quality [21]. And, we apply it as the preventive
measures put in place to reduce potential adverse events and the proactive measures that seeks
to reduce the negative consequences and maintain its regular performance [22].

Prior research on healthcare regulation and its relation to improvements in organizational
behavior, including conduction of external inspection, has shown inconsistent outcomes in
terms of its effectiveness [23-28] (See Table 1 for this study’s conceptualization of ‘regulation’
and regulatory activities). Several previous studies have explored healthcare organizations’
resilience potentials, including their capacity to adapt, but to date few multi-level studies link
adaptive capacity with regulatory activities [29-38]. Others have highlighted that actively
engaged participants from all organizational levels in healthcare are important, stressing how
active improvement depends on leadership, also in the sense of recognizing conditions that
require flexibility [7, 39]. The latter links management of quality improvement to management
of adaptive capacity. Thus, attention should be paid to the development process of designing
regulation that enables flexibility and supports adaptive capacity, by requesting non-detailed
preferences or performance goals, especially since this may lead to a bottom-up perspective

rather than top-bottom [23, 38-42].

In 2017, a new regulatory framework to support local quality and safety efforts was introduced
in the Norwegian healthcare system [13]. This framework, the Regulation on Management
and Quality Improvement in the Healthcare Services (referred to as the Quality Improvement
Regulation) focuses on developing the capacity of healthcare organizations to continually
improve quality and safety by constructing non-detailed goals for risk management [13] (see
Table 1 for definition of ‘risk’). Although the Quality Improvement Regulation is considered

one of the most important governmental tools to support local quality and safety efforts in
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hospitals [5, 43-44], its impact on the healthcare services is still unknown from all perspectives
(regulatory inspectors, hospital managers, healthcare personnel). The role of hospital
managers is particularly important as they are stakeholders situated in the middle of
governmental expectations and requirements, administrative demands, and clinical practice.
Accordingly, this study aims to investigate hospital managers’ perspectives on the regulatory
development process, implementation efforts and the following work practices, to
understand if, and how, the new Quality Improvement Regulation influences quality and

safety improvement activities.
Contextual background of the Norwegian regulatory regime for quality improvement

Several governmental initiatives have been launched in Norway in recent years in order to
facilitate the hospitals’ continuous attention to patient safety and to increase the overall
quality in the healthcare services they offer. The initiatives include annual quality and patient
safety reports to the Norwegian Parliament (White Papers), national quality indicators, the
previous National Strategy for Quality Improvement in Health and Social Services (2005-
2015), a patient safety campaign (2010-2013), followed by a the national five-year “Patient
Safety Program ”[45-47]. The latter was launched in 2014, as a broad scale effort to reduce
patient injuries [46-47]. This Program (2014-2018) aimed at targeting several areas where it
was believed to be crucial to increase care quality, including “Safe Surgery” and “Management
of Patient Safety”. It quantified several objectives - for instance to reduce infections, to
improve survival rate and to improve patient safety culture [46]. Specific improvement
projects were developed to meet relevant challenges in specific hospital settings, and
hospitals were expected to incorporate the different initiatives to their daily work schedules.
The recent national action plan for quality and patient safety (2019-2023) maintains attention
on structural and cultural dimensions in quality and safety improvement [5]. In addition to
these initiatives, previously conducted external hospital supervision across health-regions in

Norway have identified several challenges to systematic quality improvement [48-53]:

e Lack of adequate management responsibility and competencies.

e Lack of structure to ensure co-workers have prudent professional qualifications

e lack of systematic collecting of- and evaluation of risks, vulnerabilities and adverse
events

e Lack of implementation of planned work tasks

e Lack of evaluation of improvement efforts, post-implementation

5
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e Lack of familiarity with- and implementation of the previous regulatory framework
for quality and safety management “the Internal Control Regulations”, 2002 [54].

Moreover, hospital managers’ attitudes, values and organizational culture for learning were
associated with non-compliance with governmental requirements [48-52]. These challenges
and issues associated with implementation of quality improvement measures in hospitals

formed an important backdrop to the questions that were asked in our study.

Content and design of the Quality Improvement Regulation

The development and enactment of the Quality Improvement Regulation was thus the
Government’s response to these challenges and launched in parallel with some of the other
initiatives described above. Through the Quality Improvement Regulation, the regulators
require hospital organizations to establish a system for risk management and responsibility.
Its design embeds a structure of Plan, Do, Study, Act (PDSA), a four-step management
methodology for quality improvement activities developed by Deming [55]. The Quality
Improvement Regulation requires hospitals to plan for and establish systems to minimize risks,
and to discover adverse events before they have consequences for the patients. Furthermore,
it requires hospital managers to handle, correct, and evaluate adverse events and failures. In
Table 2 we illustrate details on the Quality Improvement Regulation’s regulatory PDSA design.
Two specific examples of activities are given for each of the steps, all retrieved from the

Guidelines document relating to the Quality Improvement Regulation [56].

The regulatory focus on the managerial level and the role of managers in risk management
and quality improvement increased significantly with the new Quality Improvement
Regulation compared to the previous Internal Control Regulations, as it (in a separate
provision, cf. § 3) specifies the managerial responsibility to improve quality. The obligation to
delegate tasks from one management level to another in daily work operations was specified.
Moreover, one new substantial provision was added cf. § 8 litra f): The obligation to
systematically evaluate risk management and quality improvement measures (yearly). The

Quality Improvement Regulation’s purpose is hence two-fold: by explicitly stating managerial
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aims at organizing the services in ways that improve clinical care.

Table 2 Details on the Quality Improvement Regulation’s requlatory PDSA design [56]

PDSA-step

Key areas and improvement

tasks

Examples of specific activities

The duty to plan

Plan tasks and activities
Gain overview of
responsibility, laws,
regulations, guidelines
and of deviations.

Gain overview of
adverse events, risks,
and areas of significant
need for quality
improvement

Plan how to minimize
these risks.

Example 1: identify and discuss deviances reported
to the hospital’s system for adverse event
reporting.

Example 2: structured identification and analysis of
the last 50 mortalities at the relevant hospital,
through medical records.

The duty to
implement (do)

Ensure that activities
relevant regulations
and guidelines are
known

Develop and implement
procedures and
routines to reveal,
correct and prevent
breach and violation of
sound professional
practice and systematic
quality improvement

Example 1: conduct a weekly, 15-minute
interdisciplinary meeting to visually display ideas for
improving the quality in areas where patient
complaints exist.

Example 2: relevant department or unit leader
conducts a patient safety “visit” with the objective
of identifying risks and possible areas for
improvement and to encourage collaboration
between the management level and “front-line”
clinicians.

The duty to
evaluate (study)

Assess implementation
of activities, plans,
including systematic
quality improvement
efforts

Evaluate if regulations
are met

Review deviations,
adverse events to
prevent similar events
Minimum one annual
systematic review of
the management
system

Example 1: corroborate the implemented efforts by
using dashboard indicators.

Example 2: aggregate data from patient complaints
about waiting time, to reduce waiting time.

The duty to
correct (act)

Correct unsound
practice and regulatory
violations

Ensure implementation
of systematic quality
improvement efforts
Improve necessary
procedures,
instructions, routines to

Example 1: apply small-scale testing to ensure that
recent technology and new treatment is efficient.

Example 2: conduct a Pareto diagram/chart to
uncover what causes certain registered issues at the
relevant hospital unit.
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reveal, correct
violations

The Norwegian specialized healthcare system

Four regional health trusts across Norway are responsible for implementing the national
policies and regulations, and planning, organizing, governing and coordinating all
subordinated local health trusts; including the hospitals in their region (see Table 3 displaying
key numbers in the Norwegian specialist healthcare system) [57, 58]. Every hospital should be
organized with a responsible manager at all organizational levels [14]. For each organizational
unit in the hospital (e.g. clinic (division or similar), department or equivalent, and sections),
one manager with overall responsibility for the unit, both administratively and professionally

should be appointed [59].

Table 3 Key numbers in the Norwegian specialist healthcare system

Key numbers

e 1,987,263 million patients treated and/or hospitalized in 2019 [60].

e 114,028 thousand people employed in the specialist healthcare services in 2018 [61].

e The overall level of staffing by higher level health personnel is relatively high, with more than 50% of
hospital employees being either physicians or nurses/midwives [61].

e 2667 EUR (27100 NOK) in operating expenses per inhabitant in 2018 [60].

METHODS

Study design and setting
This study is part of a qualitative, multi-level design single embedded case study, investigating

regulatory quality improvement implementation- and work across three levels of the
specialized Norwegian healthcare system. The case was defined as the design,
implementation and enactment of the Quality Improvement Regulation and its impact on
management and quality improvement across three organizational levels in two health
regions. Specifically, the multi-level study involves three levels of stakeholders: macro level
(governmental bodies of regulation), meso-level (County Governors’ inspectors-regional
supervision) and micro-level (three hospitals selected from two regional health trusts in
Norway). To illustrate, Figure 1 outlines the three system-levels involved in the overall case

study, whereas the micro-level presented in this article is specifically marked.

Figure 1 The system-levels involved in the multi-level case study

8

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

195

196

197

198

199

200

201

202

203

204

205

206

207

208

209

210

211

212

213

214

215

BMJ Open

According to a multilevel approach, different levels of stakeholders have different impact on
the risk management process [62]. These levels are interconnected through processes of
information and decision-making, thus asking questions within three levels rather than within
one single level, might help overcome single-level-limitations [63]. Moreover, a multi-level
study design can contribute to reflect healthcare organizations as integrated wholes where
the patterns among different stakeholders are a key area of investigation [64]. Accordingly,
this article presents the micro-level sub study, based on semi-structured interviews with 20
Norwegian hospital managers and quality advisers. Macro-level findings and meso-level

findings are presented in two separate research articles [see 44 and 65].

Participants

The inclusion criteria were participants who currently worked as hospital managers or advisers
to hospital managers, preferably with clinical experience, situated at all levels within the
hospital organizations, e.g. head of clinic, head of department, divisional manager. 18 out of
20 participants had authorization and license as health personnel and clinical experience from
hospital practice. Several of them still worked clinically. Four out of five advisers had previous
hospital manager experience and were chosen to highlight the support system for managers
in the selected hospitals. Gender balance: 11 men and 9 women. See Table 4 for participants’

characteristics.

Table 4 Participants’ characteristics*

*M.D.: Medical Doctor, R.N.: Registered Nurse, D.D.S: Doctor of Dental Surgery, P.T: Physiotherapist

Participant | Educational background* Position Organization & Region
1 M.D., specialist, PhD Divisional manager A-1
2 R.N., MSc in Risk Management Adviser, quality and patient safety A-1
3 Lawyer Legal adviser, quality and patient safety A-1
4 M.D. Head of Clinic A-1
5 R.N., MSc in Risk Management Adviser, quality; Clinical Coordinator B-1
6 R.N., specialist Head of Quality B-1
7 Lawyer Deputy Head of Clinic B-1
8 M.D., PhD Medical Director B-1
9 M.D., PhD Head of Research C-2
10 D.D.S., PhD Head of Clinic A-1
11 M.D., specialist, MSc in Health Head of Clinic A-1
Management
12 M.D., specialist; surgeon, PhD, Head of Department B-1
Management courses
13 M.D., PhD, Management courses Head of Department B-1
14 R.N., specialist Head of Department B-1
15 M.D., specialist; surgeon Head of Clinic C-2
16 P.T., MSc in Management Adviser, quality C-2
17 R.N., specialist Head Nurse B-1
9
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1

2

3 18 M.D. Senior Adviser, quality and patient C-2
4 safety

5 19 M.D., PhD Head of Department C-2
6 20 R.N., MSc in Health Management Head of Quality C-2
7 216

8 .

9 217 Recruitment

10

218  Participants were recruited from three different hospitals. Hospital one and two belonged to
12 219  the same regional health trust, while hospital three belonged to a different regional health
14 220 trust. These three hospitals were selected as they were affiliated with the three County
16 221  Governors offices recruited in the study. Relevant participants were contacted by e-mail;

18 222 proposed participation in the study, of which all (except one) accepted the invitation to

19 ..

20 223 participate.

21

22 224 Data collection
23

24 225  Allinterviews were conducted during the spring of 2019, then transcribed. SFO conducted and
26 226  audio-recorded all interviews face-to-face, at the participants’ workplace. Each interview had
227  aduration of approximately 1 hour to 1 hour and 30 minutes. Based on the preplanned semi-
29 228  structured interview guide (see Supplementary file 1), open-ended questions focused on areas
31 229  of responsibility, work practices, training, implementation of quality improvement measures,
33 230 regulatory flexibility, the role of supervision in improvement work and learning, experiences
35 231 connected to structural development and attitudes, cooperation among different levels of

37 232 government, management-levels in hospitals and clinical, front-line personnel.

39 233 More specifically, questions were asked to determine if and how the Quality Improvement
41 234  Regulation addressed some of the issues and challenges described in previous external
43 235 inspections, for instance whether non-detailed risk management goals in the new regulatory
45 236 framework facilitated flexibility in practical application and how managers experienced the
237  systematic PDSA-methodology (see preplanned questions in the Supplementary file 1). In
48 238 addition, guestions relating to communication and interaction among different system levels
50 239  were asked to give insight into the regulator-regulatee interaction. The latter was particularly
52 240 important to ascertain how hospital managers viewed the role of regulators and the new
54 241  regulation, and the extent to which possible conflicts were reduced between government-

s¢ 242 level expectations and local-level, practices of managing quality improvement and safety.

58 243
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Prior to the interviews, the participants received an information sheet informing them about
the study’s topic, methods and data protection, and the researcher’s (SFO) credentials and
occupation at the time of the study. Participants were subsequently requested to give their

written consent. No pre-existing relationship with any of the participants existed.

Analysis

Researcher SFO analyzed the interview transcripts manually, using content analysis influenced
by Graneheim and Lundman, 2004 [66]. This analytical process consisted of several steps. SFO
initially read through all interviews and took notes of immediate thoughts that occurred after
reading, before organizing all interview transcripts into a matrix. Thereafter, SFO identified
and condensed all meaning units, suggested codes and sub-categories. Four themes emerged
across the data. Researchers GBS and SW read all interview transcripts and participated in
discussions about categories and themes, to ensure the data’s reliability [67]. Our data were
relatively rich, and we reached saturation during the analysis, justifying the number of

participants [68, 69].

Resilience in healthcare constitutes a valuable framework that helps to understand how
systems can function and improve despite disruptions and adverse events [70]. A core idea is
that resilience is the ability of the healthcare system to adjust its functioning prior to, during,
or following changes and disturbances, so that it can sustain required performance under both
expected and unexpected conditions [71,72]. Findings were therefore explained and
interpreted by using resilience theory linked to adaptive capacity [18, 72-75]. The data was
partly analyzed inductively by identifying concepts within resilience in healthcare and partly

deductively by using predetermined questions explicitly exploring resilience potentials [76].

RESULTS

From our data of 20 interviews, we identified four themes: (1) Adaptive capacity in hospital
management and practice, (2) Implementation efforts and challenges with quality
improvement, (3) Systemic changes, and (4) The potential to learn. All four themes are
discussed below, along with illustrative participants’ quotes (numbers in parentheses indicate

the link to participants characteristics, cf. Table 4).
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Theme | Adaptive capacity in hospital management and practice

Participants agreed that the Quality Improvement Regulation was designed in a way that
supported flexibility, enabling managers to determine and adapt implementation efforts and
guality improvement measures to their local context. This was portrayed as essential, partly
due to the complexity in the system including different risks and elements (e.g. postoperative
complications, team coordination, complex procedures) of variation and uncertainty. Risk-
based management was thus characterized as one of the favorable advantages with the new
Quality Improvement Regulation, as it encourages managers to asses risks according to

specifics and hallmarks in the relevant unit, department, and clinic.

The Quality Improvement Regulation gives you room to maneuver because it has a generic design.

- Medical doctor, head of department (13)

After all, you are completely dependent on close dialogue with those who work (at the sharp end) and
we as managers need to move closer to find out where we need to adjust and to discover the areas
where things are not working.

- Medical doctor, head of clinic (11)

Participants argued that having a one size fits all solution is not easy, as improvising will always
be necessary at a local level. They continued with describing that in a hospital you are not in
control of your day because new situations occur, implying that it is impossible to anticipate
every possible event. This is one of the main reasons for why implementation of new routines
and procedures are challenging, participants claimed. They believed that the embedded risks
will remain risks regardless of new regulatory requirements, illustrated by the fact that
adverse events still occur despite new, improved routines, and procedures. Adding to this,
participants described how they worked on standardizing procedures aiming to reduce some
of the unwanted variation in their work but noted that methods of treatment and evidence
evolve so quickly that procedures need constant updates. While the government sometimes
presents a black and white solution, a procedure is only valid until good reasons exist to

deviate from it, they noted.

There are so many different things that come up and occur, that it is not always easy to have a one
size fits all solution. There is some improvisation sometimes, in how to approach a problem.

- Medical doctor, head of department (12)
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For a very detailed procedure to work well, you must be able to predict all types of situations that the
different medical practitioners may come across, and we do not always manage to predict that.

- Medical doctor, adviser in quality and patient safety (18)
Autonomy was described as a key flexibility feature in everyday hospital work, especially for
physicians. However, high degrees of autonomy may sometimes compromise physicians’
willingness to actively participate in systematic quality improvement work compared to the
nursing profession, participants claimed. They also reported that the flexibility leaves the
hospitals with the choice to implement whatever adverse event reporting system they choose.
Furthermore, adaptive capacity to handle risks and challenges implies that hospitals are
influenced by their own competences in terms of having the right personnel and training.
Some participants even requested more strict support and correctives from their senior
managers because that would indicate that their manager knew what sort of challenges they
struggled with in their everyday work (e.g. quality improvement efforts are added on top of
their everyday workload, lack of good quality indicators, lack of personnel and time,

information overload, lack of coordinated data systems).

| feel that we are free to express it (further up the hierarchy), if we experience that some efforts do
not make sense to our work practices.

- Nurse, head of department (14)

Physicians hate to be controlled. At the same time, they write to the Ministry “we got to have some
clear guidelines”, so physicians both love and hate rules. And it's a schizophrenia that physicians have
always had.

- Medical doctor, adviser in quality and patient safety (18)
Theme Il Implementation efforts and challenges with quality improvement
Our participants all agreed about the advantage and necessity of highlighting management
responsibility in the new Quality Improvement Regulation. However, participants reported
that most managers already have too many obligations and do not have time to prioritize
systematic quality improvement efforts. Some even reported that many managers simply do

not care about professional management and administering of their unit, department or clinic.

I think that the Quality Improvement Regulation is providing managers with an overall description of
how a manager should act. You must do all these things that many people believe are obvious. And
the Quality Improvement is kind of “stating the obvious”.

13
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- Medical doctor, adviser in quality and patient safety (18)

Although PDSA as a method was familiar to the hospitals prior to introducing the Quality
Improvement Regulation, several participants argued that the systematic four phase process
is not embedded in health personnel’s work practice. They described all four phases as equally
important but stressed that evaluation and restoring/returning to a normal state are the most

demanding to operationalize into reality.

The extent to which these (PDSA) circles work according to the intention: there are measures
implemented, and then there is no follow-up of the decisions. There is a total lack of it, | would almost
say.

- Medical doctor, head of research (9)

I do not know if | am able to articulate how | work specifically with the four (PDSA) elements (...) because
it is quite different from one area to the next.

- Nurse, head of quality (6)
Participants believed that the Quality Improvement Regulation did not lead to change in their
practice. Lack of understanding of what was referred to as “internal jargon” in quality
improvement and patient safety was believed to add to the burden and responsibilities of
managers. However, several quality improvement measures were described, such as double-
check of medications, focus on communication in teamwork, reducing the number of hallway
patients, questionnaire for patients’ satisfaction, preoperative marking, and surgical
checklists. The latter was described as the most difficult, yet most successful implementation

measure.

Several participants referred to what they experienced to be a common, yet a false claim: that
physicians are not concerned about or involved in quality improvement. A lot of the
improvement methodology is present although it is not stated clearly or written down and
most physicians do work unconsciously in accordance with the quality improvement

methodology, participants reported.

Theme lll Systemic changes
Findings revealed both structural and cultural changes to, and development of, quality

improvement systems in the hospitals. The structural quality improvement elements were
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described in terms of the establishment of different types of meetings, councils and
committees (e.g. patient safety- and quality councils, network meetings, internal audit
meetings) at the administrative- and management levels in hospitals. Furthermore, systems
of adverse event reporting and systems for documentation of procedures, routines, guidelines
were introduced, and constantly evaluated and improved. The latter was described as
extremely challenging in everyday work, as the number of available documents was felt to be
overwhelmingly, and sometimes routines and procedures overlapped or were outdated. In
addition to hospital internal structural changes, participants described an increased
governmental spotlight on patient safety in general and on managers’ roles in reducing risks
and enabling their employees to work safely and provide high quality care to patients. As a
legal document, the Quality Improvement Regulation manifested this development, the

participants explained.

We were probably more mature now in order to get that new Quality Improvement Regulation, and
what | think is very nice is that it's to the point, 3 pages and it's kind of “this is how we should do it”.

- Nurse, Head of Quality (20)

We are obliged to do an annual risk review, which we have never done before, and we believe that the
(Quality Improvement) Regulation has helped us in turning the spotlight on that.

- Medical Director (8)

All participants reported a cultural shift in improvement work over recent years. They
described a change in attitudes towards the importance of continuous quality improvement
and the systematic approach to it. Courses and training that used to be ignored by physicians,
had gained attention and increased its popularity, however support systems and routines
varied. Several participants also had experienced and expected a further shift with new
generations of physicians approaching the field. This was explained partly due to the renewed
curriculum introducing the methodology of systematic planning, acting, restoring and

evaluation early on in their education.

(Quality improvement work) is not entirely new, but quite new. When | started as a surgeon, these
were things that never came into view, so it's been a remarkable change, especially over the last ten
years.

- Medical doctor, head of clinic (15)
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Today, managers can hardly speak without having to mention the word patient safety. So, it's been an
interesting development.

- Medical doctor, adviser in quality and patient safety (18)

Theme IV The potential to learn

In order to maintain high quality care, interpersonal trust among health personnel and
institutional trust between hospital managers and governmental supervisory bodies is a
necessity, participants argued. Explaining why adverse event reporting was still weak,
participants highlighted a safe work environment. Participants felt that a healthy reporting
regime emerges from a just culture, which in turn leads health personnel to feel confident
that they will be taken care of if they make mistakes and if they report adverse events. Some
noted that a systems-perspective to adverse events, supported by the Quality Improvement
Regulation, was more frequently applied now compared to in previous supervision activities,

contributing to the needed sense of confidence to openly discuss adverse events and risks.

And | think that in doing quality improvement and patient safety work, we need to recognize that the
number one priority is to ensure that health personnel are confident that they will be taken care of if
they make mistakes, and that they find themselves in a system that reduces the number of adverse
events to a minimum.

- Medical doctor, head of department (19)
In general, organizational and individual learning was described as challenging and even more
so learning across departments, clinics and between hospitals. Participants explained that it
was difficult to learn from adverse events during normal work operations due to time
pressures, nor did health personnel always have the motivation to do it. Since it is difficult to
learn from adverse events, and the time is lacking — they argued that it is difficult to learn from
successful outcomes too. Implementation of the Quality Improvement Regulation did not

change this.

We do have regular meetings within the clinic and across departments, so we learn a lot and it is our
responsibility to somehow pass it on to our department. | don't think there is a good system for that,
but | don't know how it could be resolved. The challenge is the amounts of information which | must
communicate further down the system, to my employees, but they work shifts and are not necessarily
checking their email every day.

- Head nurse (17)
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As a response to questions about the interplay between hospitals and supervisory bodies,
most participants emphasized that supervision could be useful and help the managers to focus
on certain risk areas or challenging work practices. However, participants gave examples of
less helpful episodes, such as inspectors having different views on certain rules and
regulations, adding that some recommendations from inspectors were difficult or impossible
to implement in practice. Some noted that supervision focuses primarily on negative aspects
of improvement and felt that internal audits were more relevant and useful than

governmental supervision, because the hospitals are leading their own problem solving.

If you have a written procedure and something happens, then they (red. inspectors) ask: "But why did
you not do that?" Because the anatomy indicated differently (red. physician answers). "But it states in
your written procedure that you should do it, right?” That is how a lawyer speaks compared to a
physician...

- Medical doctor, head of clinic (15)

DISCUSSION

The main findings
According to the Quality Improvement Regulation, managers are responsible for

implementation efforts- and for the use of PDSA-methodology. Our participants however
described no change in their practice (related to quality and safety activities) due to this new
regulatory framework. However, we did discover structural and cultural changes to, and
development of, quality improvement systems in hospitals in recent years. The Quality
Improvement Regulation appears to be part of that systemic development. Participants
described several benefits with the Quality Improvement Regulation in terms of adaptation
and flexibility to local context, and clinical autonomy as an inevitable element in hospital
practice. Trust and a safe work environment were considered key factors to support adverse
event reporting and learning processes in general. The latter was crucial if collaboration with

external supervisory inspectors should positively influence hospital quality enhancement.

Strengths and limitations of this study
It is assumed essential to involve different types of stakeholders when researching the system-

level phenomenon of risk-based management, where complexity, uncertainty and variation
are key concepts [62, 77]. This study investigated hospital managers’ perspectives and
experiences with practical implications of a specific regulatory change. Lower-level
implementation of the new regulatory requirements was given main attention in our study.
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The main study strength is the uncommon approach of involving hospital managers in
healthcare regulation research, as they both legally and practically are responsible for
improving quality and safety. An additional strength is that most participants had substantial
clinical experience and/or stilled worked in the clinic environment, in addition to having
management responsibilities, which provided the study with valuable insight into the
complexity in hospital management. A limitation with this study is that the interviews focused
on hospital managers own reflections and did not include any observational study of practice
/ implementation / change. Another limitation is that two out of four regional health trusts in
the Norwegian specialist healthcare system were not included. This may have hampered
valuable information about the implementation process and geographical variations since the
support systems and routines for training managers differ from region to region. Guided by
the information power, however, the sample size of 20 participants was adequate and
supported our effort to ensure trustworthiness [66, 78]. We did nevertheless not discuss
potential differences among participants belonging to the three different local health trusts
(which could be viewed as a limitation), as we did not fully map resources, size and context of
their quality advising units. However, all hospitals had established committees, boards and
units related to quality improvement, and the structural and cultural changes reported in

Theme 3 reflected that overall systemic development.

Implementation, the capacity to adapt and the link to support systems
Healthcare regulation is tailored in various ways by the Government, depending on the area.

Some sectors are strictly governed by prescriptive rules (e.g. medication related issues) [18].
The idea with the Quality Improvement Regulation’s design on the other hand, was to provide
managers with non-detailed goals for risk management-based implementation. With a non-
detailed regulatory framework, the Government does not specify how hospital managers
should “get there”, built on ideas of local autonomy and context sensitivity [18]. As our data
revealed, improvisation and local adaptation is viewed as essential to hospital management,
along with an acceptance that healthcare situations such as patient treatment, diagnosis or
surgery can develop into unforeseen scenarios which cannot be planned for. Regulatory
measures that are too standardized or prescriptive could adversely reduce the autonomy of
managers and health personnel. Our findings illustrated that managers acknowledged that
strict regulations could potentially affect and hamper patient safety in cases where flexibility
could be beneficial to the outcome.
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However, a high degree of system adaptive capacity could occasionally represent a
disadvantage, for instance when a procedure is adjusted but leads to an unsuccessful or
unacceptable outcome [75], or regulatory flexibility combined with a lack of interest in quality
improvement work allows regulatees to deliberately ignore quality and safety expectations.
Moreover, when choices and decisions are left to hospital organizations it creates
considerable demand for internal systems to train managers, to establish systems for
implementation support and IT-solutions. This is echoed by past research on the growth of
internal bureaucracy due to governmental deregulation of safety management [79]. Hence,
our study found a paradox in the systemic development of meetings, councils and committees
at the administrative- and management levels in hospitals to comply with regulatory
requirements for quality and safety, while managers reported few changes at the sharp end;
in clinic. It is reasonable to think that there is a disparity in hospital manager support across
different hospitals. Thus, having autonomous responsibility for competences and
management training, could in turn lead to different priorities in different regions and

hospitals. Variation in support systems and routines was nevertheless reflected in our results.

Moreover, previous research has emphasized skills and support to manage conditions of
unexpected events, and that managers (due to prioritization struggles) need guidance to
understand what is operationally needed [80-82]. Indeed, lack of knowledge and skills is
perceived a significant barrier to quality improvement [83, 84]. We argue that our current
study demonstrates that the Quality Improvement Regulation’s non-detailed regulatory
design, leaving implementation decisions to managers, could complicate managers’
understanding of governmental expectations. This resonates especially since the
requirements need to be translated before practically applied (e.g. how to define specific
hospital-conduct as reasonable; safe; prudent or what is adequate documentation). As
successful implementation requires more than a change in regulatory rhetoric or design, our
study indicates that support tools for managers to achieve the goals in a systematic way have
not been fully developed yet. The disjunction between rhetoric and reality, or theory versus
practice, is a familiar one in research on implementation of rules and regulations in healthcare.
It is often referred to as a dichotomy of work as imagined versus work as done [74, 85]. This
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applies particularly to how requirements are trickled down the system to get resonance with
those who do the actual implementation [38, 41, 42, 86, 87]. When lower level managers fail
to implement efforts because they are difficult to convert into practice or that the policies
being implemented have a weak relationship with the core clinical tasks, a process of
“decoupling” has occurred [41, 42]. The study of van de Bovenkamp and colleagues, 2017 [88]
revealed that hospitals needed to do a lot of interpretive work to make use of regulation,
however autonomy enabled this strategic work. Other studies have shown that additional
resources and systems sometimes are needed to interpret and implement regulatory
requirements [89]. As detailed rules and regulations may often be perceived as barriers to
implementation, focusing regulatory attention on defining the quality of processes and
outcomes could potentially make regulatory expectations more feasible for practical
implementation. On the other hand, some hospital managers may find less details less helpful,
because most of the responsibility, decisions and operationalization are left with them. What
can be drawn from this is that it will be important to consider how regulatory expectations
are designed in ways that enable hospital managers to put efforts into practical reality. This
implementation gap may also partly be explained by the type of managers who oversee
implementation efforts. With different leadership approaches debated in the literature, prior
research has identified how clinical managers’ sometimes struggle with role and identity [12,
90-94]. Thus, to become interested in management there ought to be awareness of meaning
and purpose in management training, as it is first and foremost clinical work that is perceived
meaningful to them [12, 94]. Moving forward, it will be crucial to develop management
practices that encourage quality improvement efforts, and encourage health personnel to
participate [15, 95]. Putting clinicians in management roles, provided with adequate
leadership and quality improvement training, is key to making improvement an embedded
and inclusive activity in everyday clinical work—especially since clinical managers often have
experienced the importance of flexible and adaptive behavior firsthand [11, 12, 39]. Thus, the
“hybrid professional manager” might bridge professional management, clinical identity, and
engagement, constituting an important system factor underpinning successful quality
improvement and implementation [92, 93, 96].

PDSA - government favored methodology for quality improvement

Although the Quality Improvement Regulation manifested the PDSA-logic [55], it did not fully
explain why managers should put quality and safety activities high up on the agenda. Our
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findings indicated that clinicians worked with quality improvement, but they did not
necessarily follow the PDSA-logic nor were they familiar with the Quality Improvement
Regulation. Moreover, several participants described that measuring improvement efforts
was challenging. This study links this to the assumption that everything is measurable
according to the PDSA-logic [97]. In that sense, and alike our study, prior research has found
some drawbacks in using PDSA in hospitals’ quality improvement work [98-100]. Although the
PDSA methodology encourages learning and supports adaptation of interventions, its efficient
use requires considerable training and organizational and managerial support [99]. If PDSA is
to remain at the core of regulatory design, then issues of organizational support and training

need to be accounted for by regional health trusts and Government budgets.

Several alternative quality improvement methodologies exist. For instance Six Sigma (define,
measure, analyze, improve, control), Lean (identify waste; activities that do not add value),
Root Cause Analysis (RCA) (identify the underlying causes; reactive in its approach), Failure
Modes and Effect Analysis (FMEA) (identify potential adverse events, failures and hazards;
proactive in in its approach) [101]. Commonly amongst these approaches is that they
presuppose identification of a specific problem area or cause(es) before the next steps of
action might be implemented. This could possibly make managers overlook certain areas that
are not obviously apparent. Thus, based on the contextual reality of hospital managers,
reflected in our findings about resources and lack of time, we argue that complex, non-linear
processes are challenged by these methodologies. Moreover, systemic risk factors such as
resources and time are embedded and often linked and interrelated when an adverse event
occurs [102-105]. Other organizational design considerations also seem important, beyond
specific improvement methods. For instance, the inclusion of short, daily breaks to facilitate
learning episodes may assist in improvement efforts [106]. Organizational adaptations such
as this could address some of the challenges identified by participants in this study, where
systematic quality improvement in line with the Quality Improvement Regulation’s PDSA-

logic, was viewed as too time-consuming to justify full scale implementation.
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Implications for clinicians and policy makers - and future research
This study is of relevance to both regulatory bodies and the management levels within

hospitals. It adds some useful insights to development and implementation of future
regulatory amendments in a Norwegian and in an international context. Moreover, the study
highlights the importance of ensuring that any macro-level quality improvement initiatives
and regulatory requirements are accompanied by appropriate resourcing, support, and
advanced preparation to ensure that it has the best possible chance of being implemented
effectively. Our results therefore may contribute to theoretical development of macro-level
regulation, by implying how inclusive governance can add value to fill in the gap between work
as imagined and work as done and support adaptive capacity as a positive element in quality
improvement work [75]. Additionally, our study highlights regional variation in management
training and programs for leadership development, which fuels the idea that it will be
important to provide a minimum level of training to all hospital managers, regardless of
organizational level and regional affiliation. Yet, there are some unanswered questions that

speaks for future research, for instance:

* How to provide additional management support for implementation through adding
“practice facilitators” [80].

* How to improve the collaboration between inspectors and hospital managers [107].

* It would also be valuable to engage in cross-country comparative research to
investigate how different regulatory regimes value flexibility in regulatory strategies

for quality improvement and patient safety.

CONCLUSION

In this study we explored how hospital managers work to improve quality and investigated
their experiences with implementing the new Quality Improvement Regulation, provided to
support management of quality improvement. The study showed that lack of time,
competence and/or motivation, appears to limit the implementation of quality improvement
efforts. While managers’ work to improve quality does not solely depend on a specific
regulatory framework, the Quality Improvement Regulation may be an instrument that over
time, leads to structural and cultural change. In turn, it can push managers towards a shift in
strategic learning focus and resource allocations. Ultimately, hospital managers’ autonomy

and their adaptive capacity and ability to tailor quality improvement efforts to local

22

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

627

628

629

630

631

632

633

634

635

636

637

638

639

640

641

642

643

644

645

646

647

648

649

650

651

652

BMJ Open

circumstances, were key for the new Quality Improvement Regulation to have any relevant

impact on hospital practice and for it to influence quality and safety activities.
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Figure 1 The system-levels involved in the multi-level case study
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Interview guide

Please introduce yourself (name, educational- and professional background, current position).

Are you familiar with the new Quality Improvement Regulation and its content?

What are the routines for management in terms of the organization’s (the unit, department, clinic)
continuous safety- and quality improvement work?

How do you, as a manager, work with quality improvement and safety measures? What are your
responsibilities?

What is quality improvement to you?

What kind of mandatory management training/courses for planning- and implementation of risk- and
safety measures did you go through as a manager?

If this type of training/courses was attended, what were the learning outcomes do you think?

How do you understand the requirements for internal control?

Have you experienced any challenges regarding the implementation of the new Quality Improvement
Regulation, if so, what kind of challenges?

How do you consider the differences between the new Quality Improvement Regulation and the previous
Internal Control Regulations?

How do you consider the Quality Improvement Regulation to provide you with room to maneuver, if you
consider it to facilitate that?

Seen from your perspective, how do you think the new Quality Improvement Regulation facilitates or
hampers/hinders flexibility and adaptation in the local improvement work?

How does the Quality Improvement Regulation facilitate or hamper/hinder learning, seen from your
perspective?

The concept of resilience focuses on the things that turn out successfully, how do you deal with that in
your organization?

What do you regard as the elements determining if the health services you provide are robust?

The Quality Improvement Regulation consists of four steps of requirements for the organization’s
activities (to plan, to act, to evaluate and to correct): how do you work with these requirements and
steps?

Due to the Quality Improvement Regulation, you are obliged to have a management system — how do
you document that you have such a system?
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Do you consider any parts or specifics in the Quality Improvement Regulation more important than
others, if so, what parts?

Do you feel that the Quality Improvement Regulation (the document) is accessible and comprehensible?
Do you have any examples of terms that are difficult to understand?

Have you ever experienced uncertainty in how you should work with quality improvement, considering
what the regulatory framework implies?

What do you do if you are uncertain about how to deal with the requirements provided in the regulatory
framework?

Do you have any thoughts about being the subject for supervision/inspection?

In what ways does the collaboration between national and regional inspectors impact hospital
management and quality improvement work?

How did you experience the communication- and information process (provided by the Ministry, the
Directorate, the Inspectorate), prior to the Quality Improvement Regulation went into effect?

Do you have any suggestions for the government bodies in terms of what they could have done differently
during the development and implementation of the Quality Improvement Regulation, if so, which
suggestions do you have?

If you were to give input to changes that could supplement the existing legislation, as a manager, which
suggestions would you give the government bodies?

Have you sensed a change in attitude towards quality improvement following the new Quality
Improvement Regulation, if that is the case, what sort of changes?

Are there any internal documents (to support quality improvement and patient safety work), if so, what
sort of documents and what is the content?

How are guideline- and support documents being applied into the quality improvement work?

In what ways does the Guidelines document associated with the Quality Improvement Regulation,
contribute to ease your work?

Which specific changes in your work practices has the Quality Improvement Regulation contributed to?
(If none, why?)

Looking ahead — how do you expect the new Quality Improvement Regulation to contribute to improve
management of quality in your hospital?

Is there anything we have not talked about yet, that you feel is important to mention?
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Topic Item No. Guide Questions/Description Reported on
Page No.
Domain 1: Research team
and reflexivity
Personal characteristics
Interviewer/facilitator 1 Which author/s conducted the interview or focus group? 10
Credentials 2 What were the researcher’s credentials? E.g. PhD, MD 1,24
Occupation 3 What was their occupation at the time of the study? 1 24
Gender 4 Was the researcher male or female? N7A
Experience and training 5 What experience or training did the researcher have? 24
Relationship with
participants
Relationship established Was a relationship established prior to study commencement? 11
Participant knowledge of What did the participants know about the researcher? e.g. personal
the interviewer goals, reasons for doing the research L
Interviewer characteristics 8 What characteristics were reported about the inter viewer/facilitator?
e.g. Bias, assumptions, reasons and interests in the research topic 1
Domain 2: Study design
Theoretical framework
Methodological orientation 9 What methodological orientation was stated to underpin the study? e.g.
and Theory grounded theory, discourse analysis, ethnography, phenomenology, 11
content analysis
Participant selection
Sampling 10 How were participants selected? e.g. purposive, convenience,
consecutive, snowball 10
Method of approach 11 How were participants approached? e.g. face-to-face, telephone, mail, 0
email
Sample size 12 How many participants were in the study? 9
Non-participation 13 How many people refused to participate or dropped out? Reasons? 10
Setting
Setting of data collection 14 Where was the data collected? e.g. home, clinic, workplace 10
Presence of non- 15 Was anyone else present besides the participants and researchers?
participants 10
Description of sample 16 What are the important characteristics of the sample? e.g. demographic
data, date 810
Data collection
Interview guide 17 Were questions, prompts, guides provided by the authors? Was it pilot 10
tested?
Repeat interviews 18 Were repeat inter views carried out? If yes, how many? N/A
Audio/visual recording 19 Did the research use audio or visual recording to collect the data? 10
Field notes 20 Were field notes made during and/or after the inter view or focus group? [ 11
Duration 21 What was the duration of the inter views or focus group? 10
Data saturation 22 Was data saturation discussed? 11
Transcripts returned 23 Were transcripts returned to participants for comment and/or N/A

-
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correction?
Domain 3: analysis and
findings
Data analysis
Number of data coders 24 How many data coders coded the data? 11
Description of the coding 25 Did authors provide a description of the coding tree?
tree 1
Derivation of themes 26 Were themes identified in advance or derived from the data? 11
Software 27 What software, if applicable, was used to manage the data? N/A
Participant checking 28 Did participants provide feedback on the findings? N/A
Reporting
Quotations presented 29 Were participant quotations presented to illustrate the themes/findings?
Was each quotation identified? e.g. participant number 12717
Data and findings consistent 30 Was there consistency between the data presented and the findings? 18-21
Clarity of major themes 31 Were major themes clearly presented in the findings? 12
Clarity of minor themes 32 Is there a description of diverse cases or discussion of minor themes? 12-16

Developed from: Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-item checklist
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Abstract

A new regulatory framework to support local quality and safety efforts in hospitals was introduced to the
Norwegian healthcare system in 2017. This study aimed to investigate hospital managers’ perspectives on
implementation efforts and the resulting work practices, to understand if, and how, the new Quality
Improvement Regulation influenced quality and safety improvement activities.

Design This article reports one study level (the perspectives of hospital managers), as part of a multilevel case
study. Data was collected by interviews and analyzed according to qualitative content analysis.

Setting Three hospitals retrieved from two regional health trusts in Norway.
Participants 20 hospital managers or quality advisers selected from different levels of hospital organizations.

Results Four themes were identified in response to the study aim: (1) Adaptive capacity in hospital
management and practice, (2) Implementation efforts and challenges with quality improvement, (3) Systemic
changes, and (4) The potential to learn. Recent structural and cultural changes to, and development of, quality
improvement systems in hospitals were discovered (3). Participants however, revealed no change in their
practice solely due to the new Quality Improvement Regulation (2). Findings indicated that hospital managers
are legally responsible for quality improvement implementation and participants described several benefits
with the new Quality Improvement Regulation (2). This related to adaptation and flexibility to local context,
and clinical autonomy as an inevitable element in hospital practice (1). Trust and a safe work environment were
described as key factors to achieve adverse event reporting and support learning processes (4).

Conclusions This study suggests that a lack of time, competence and/or motivation, impacted hospitals’
implementation of quality improvement efforts. Hospital managers’ autonomy and adaptive capacity to tailor
quality improvement efforts were key for the new Quality Improvement Regulation to have any relevant
impact on hospital practice and for it to influence quality and safety improvement activities.

Article summary

Strengths and limitations of this study

e The main strength of this study is the novel approach of involving hospital managers’ perspectives
in healthcare regulation research, as they are both legally and practically responsible for
improving quality and safety.

e Most participants had substantial clinical experience and/or still worked in the clinic environment,
in addition to having management responsibilities. This provided our study with valuable insight
into the complexity in hospital management.

e  The study did not include all four regional health trusts in Norway in its data.

e  Variations in support systems and routines for training managers differ from region to region and
may have implicitly or explicitly impacted participants’ views and experiences with quality and
safety improvement and in turn potentially influenced findings.

e The individual interviews only focused on hospital managers own reflections and no actual,
observational studies of practice, implementation or change where conducted.

2
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INTRODUCTION

After years of regulatory interventions, management strategies and policymaking, improving
quality and safety of healthcare systems remain high on political agendas around the world.
Still, patient harm is listed as the world’s 14 biggest health burden along with illnesses such as
malaria and tuberculosis [1-5]. The process of improving quality and safety has traditionally
involved different dimensions, for instance clinical effectiveness, patient centeredness, and
care coordination [6]. If addressed, these dimensions seek to achieve an optimal healthcare
system [6] (See Table 1 for definitions of ‘quality’ and ‘safety’). A system perspective on quality
improvement and involvement of stakeholders at different levels are portrayed as key in
efforts to improve patient outcomes, system performance and professional development
(learning) [7, 8]. Moreover, management of- and leadership in healthcare is reckoned one of
the fundamental elements to quality and safety, particularly related to implementation of
improvement activities [9, 10]. Inquiries into major healthcare failures, such as the Mid
Staffordshire inquiry in 2013 and the Morecambe Bay inquiry in 2015 in the UK, revealed poor
management and lack of safety oversight as common contributors to quality failures [1, 2]. A
progress report from 2018 added to these findings, calling for stronger management
commitment in healthcare, amplifying how quality and safety should be incorporated into
operational culture [4]. Internationally, increased attention has been brought to involvement
of clinicians in management roles and highlighted the key role top managers play in providing
support to lower level managers [11, 12]. In Norway, hospital organizations are required to
ensure their employees have relevant competences and training. Current leadership programs
and training regularly include learning about quality improvement methods and systematics
[5, 13, 14]. Yet, recent research has indicated that to make quality improvement a thriving
part of daily management practice, it needs to be supported by a strategic commitment to
improvement, time to spend on improvement, and a culture that supports managers and

clinicians working together [15].

3
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Table 1 Definitions and Concepts

Quality We adopt the conceptualization introduced by the Institute of Medicine defining quality
through six dimensions: clinical effectiveness, patient safety, patient centeredness, care
coordination, efficiency, timeliness, and equity [6, 16].

Regulation | We define the phenomenon of regulation generally as a governmental mechanism and
specifically as the Norwegian regulatory framework; regime referred to in this article as the
Quality Improvement Regulation with a capital “R” in “regulation”. Different regulatory
activities exist, with different interventionistic approaches; acts of law, internal control, self-
regulation, external inspection; supervision [17, 18].

Risk We define risk as the consequence of any activity with associated uncertainty; the possibility
that an event or human action could negatively affect valuables [19]. For instance: a specific
patient injury that possibly can occur during or after surgery, but with uncertainty to whether it
will happen, when it will occur and what consequences it will lead to” [20].

Safety We understand safety as one dimension of quality [21]. And, we apply it as the preventive
measures put in place to reduce potential adverse events and the proactive measures that seeks
to reduce the negative consequences and maintain its regular performance [22].

Prior research on healthcare regulation and its relation to improvements in organizational
behavior, including conduction of external inspection, has shown inconsistent outcomes in
terms of its effectiveness [23-28] (See Table 1 for this study’s conceptualization of ‘regulation’
and regulatory activities). Several previous studies have explored healthcare organizations’
resilience potentials, including their capacity to adapt, but to date few multilevel studies link
adaptive capacity with regulatory activities [29-38]. Others have highlighted that actively
engaged participants from all organizational levels in healthcare are important, stressing how
active improvement depends on leadership, also in the sense of recognizing conditions that
require flexibility [7, 39]. The latter links management of quality improvement to management
of adaptive capacity. Thus, attention should be paid to the development process of designing
regulation that enables flexibility and supports adaptive capacity, by requesting non-detailed
preferences or performance goals, especially since this may lead to a bottom-up perspective

rather than top-bottom [23, 38-42].

In 2017, a new regulatory framework to support local quality and safety efforts was introduced
in the Norwegian healthcare system [13]. This framework, the Regulation on Management
and Quality Improvement in the Healthcare Services (referred to as the Quality Improvement
Regulation) focuses on developing the capacity of healthcare organizations to continually
improve quality and safety by constructing non-detailed goals for risk management [13] (see

Table 1 for definition of ‘risk’). Although the Quality Improvement Regulation is considered
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one of the most important governmental tools to support local quality and safety efforts in
hospitals [5, 43-44], its impact on the healthcare services is still unknown from all perspectives
(regulatory inspectors, hospital managers, and healthcare personnel). The role of hospital
managers is particularly important as they are stakeholders situated in the middle of

governmental expectations and requirements, administrative demands, and clinical practice.

Through the Quality Improvement Regulation, the regulators require hospital organizations to
establish a system for risk management and responsibility. Its design embeds a structure of
Plan, Do, Study, Act (PDSA), a four-step management methodology for quality improvement
activities developed by Deming [45]. The Quality Improvement Regulation requires hospitals
to plan for and establish systems to minimize risks, and to discover adverse events before they
have consequences for the patients. Furthermore, it requires hospital managers to handle,
correct, and evaluate adverse events and failures. Accordingly, this study aims to investigate
hospital managers’ perspectives on implementation efforts and the resulting work practices,
to understand if, and how, the new Quality Improvement Regulation influenced quality and

safety improvement activities.
Contextual background of the Norwegian regulatory regime for quality improvement

Several governmental initiatives have been launched in Norway in recent years in order to
facilitate the hospitals’ continuous attention to patient safety and to increase the overall
quality in the healthcare services they offer. The initiatives include annual quality and patient
safety reports to the Norwegian Parliament (White Papers), national quality indicators, the
previous National Strategy for Quality Improvement in Health and Social Services (2005-
2015), a patient safety campaign (2010-2013), followed by a the national five-year “Patient
Safety Program” [46-48]. The latter was launched in 2014, as a broad scale effort to reduce
patient injuries [47-48]. This Program (2014-2018) aimed at targeting several areas where it
was believed to be crucial to increase care quality, including “Safe Surgery” and “Management
of Patient Safety”. It quantified several objectives - for instance to reduce infections, to
improve survival rate and to improve patient safety culture [47]. Specific improvement
projects were developed to meet relevant challenges in specific hospital settings, and
hospitals were expected to incorporate the different initiatives to their daily work schedules.
The recent national action plan for quality and patient safety (2019-2023) maintains attention
on structural and cultural dimensions in quality and safety improvement [5]. In addition to
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these initiatives, previously conducted external hospital supervision across health-regions in

Norway have identified several challenges to systematic quality improvement [49-54]:

e Lack of adequate management responsibility and competencies.

e Lack of structure to ensure co-workers have prudent professional qualifications

e lack of systematic collecting of- and evaluation of risks, vulnerabilities, and adverse
events

e Lack of implementation of planned work tasks

e Lack of evaluation of improvement efforts, post-implementation

e Lack of familiarity with- and implementation of the previous regulatory framework for
quality and safety management “the Internal Control Regulations”, 2002 [55].

Moreover, hospital managers’ attitudes, values and organizational culture for learning were
associated with non-compliance with governmental requirements [49-53]. These challenges
and issues associated with implementation of quality improvement measures in hospitals

formed an important backdrop to the questions that were asked in our study.

Content and design of the Quality Improvement Regulation

The development and enactment of the Quality Improvement Regulation was thus the
Government’s response to these challenges and launched in parallel with some of the other
initiatives described above. The regulatory focus on the managerial level and the role of
managers in risk management and quality improvement increased significantly with the new
Quality Improvement Regulation compared to the previous Internal Control Regulations, as it
(in a separate provision, cf. § 3) specifies the managerial responsibility to improve quality. The
obligation to delegate tasks from one management level to another in daily work operations
was specified. Moreover, one new substantial provision was added cf. § 8 litra f): The
obligation to systematically evaluate risk management and quality improvement measures
(yearly). The Quality Improvement Regulation’s purpose is hence two-fold: by explicitly stating
managerial responsibilities it aims at improving managerial practices, whereas the PDSA-
methodology aims at organizing the services in ways that improve clinical care. In Table 2 we

illustrate details on the Quality Improvement Regulation’s regulatory PDSA design. Two
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document relating to the Quality Improvement Regulation [56].

Table 2 Details on the Quality Improvement Regulation’s requlatory PDSA design [55, 56]

PDSA-step

Key areas and improvement

tasks

Examples of specific activities

The duty to plan

Plan tasks and activities
Gain overview of
responsibility, laws,
regulations, guidelines
and of deviations.

Gain overview of
adverse events, risks,
and areas of significant
need for quality
improvement

Plan how to minimize
these risks.

Example 1: identify and discuss deviances reported
to the hospital’s system for adverse event
reporting.

Example 2: structured identification and analysis of
the last 50 mortalities at the relevant hospital,
through medical records.

The duty to
implement (do)

Ensure that activities
relevant regulations
and guidelines are
known

Develop and implement
procedures and
routines to reveal,
correct and prevent
breach and violation of
sound professional
practice and systematic
quality improvement

Example 1: conduct a weekly, 15-minute
interdisciplinary meeting to visually display ideas for
improving the quality in areas where patient
complaints exist.

Example 2: relevant department or unit leader
conducts a patient safety “visit” with the objective
of identifying risks and possible areas for
improvement and to encourage collaboration
between the management level and “front-line”
clinicians.

The duty to
evaluate (study)

Assess implementation
of activities, plans,
including systematic
quality improvement
efforts

Evaluate if regulations
are met

Review deviations,
adverse events to
prevent similar events
Minimum one annual
systematic review of
the management
system

Example 1: corroborate the implemented efforts by
using dashboard indicators.

Example 2: aggregate data from patient complaints
about waiting time, to reduce waiting time.

The duty to
correct (act)

Correct unsound
practice and regulatory
violations

Ensure implementation
of systematic quality
improvement efforts
Improve necessary
procedures,
instructions, routines to

Example 1: apply small-scale testing to ensure that
recent technology and new treatment is efficient.

Example 2: conduct a Pareto diagram/chart to
uncover what causes certain registered issues at the
relevant hospital unit.
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reveal, correct
violations

The Norwegian specialized healthcare system

Four regional health trusts across Norway are responsible for implementing the national
policies and regulations, and planning, organizing, governing and coordinating all
subordinated local health trusts; including the hospitals in their region (see Table 3 displaying
key numbers in the Norwegian specialist healthcare system) [57, 58]. Every hospital should be
organized with a responsible manager at all organizational levels [14]. For each organizational
unit in the hospital (e.g. clinic (division or similar), department or equivalent, and sections),
one manager with overall responsibility for the unit, both administratively and professionally

should be appointed [59].

Table 3 Key numbers in the Norwegian specialist healthcare system

Key numbers

e 1,987,263 million patients treated and/or hospitalized in 2019 [60].

e 114,028 thousand people employed in the specialist healthcare services in 2018 [61].

e The overall level of staffing by higher level health personnel is relatively high, with more than 50% of
hospital employees being either physicians or nurses/midwives [61].

e 2667 EUR (27100 NOK) in operating expenses per inhabitant in 2018 [60].

METHODS

Study design and setting
This article represents one sub-study that is part of a broader qualitative, multilevel design

single embedded case study, investigating regulatory quality improvement implementation-
and work across three levels of the specialized Norwegian healthcare system [44, 62]. The case
was defined as the design, implementation and enactment of the Quality Improvement
Regulation and its impact on management and quality improvement across three
organizational levels in two health regions. Specifically, the multilevel study involves three
levels of stakeholders: macro level (governmental bodies of regulation), meso-level (County
Governors’ inspectors-regional supervision) and micro-level (three hospitals selected from
two regional health trusts in Norway). To illustrate, Figure 1 outlines the three system-levels
involved in the overall case study, whereas the micro-level presented in this article is

specifically marked.

8

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

194

195

196

197

198

199

200

201

202

203

204

205

206

207

208

209

210

211

212

213

214

215

BMJ Open

Figure 1 The system-levels involved in the multilevel case study

According to a multilevel approach, different levels of stakeholders have different impact on
the risk management process [63]. These levels are interconnected through processes of
information and decision-making, thus asking questions within three levels rather than within
one single level, might help overcome single-level-limitations [64]. Moreover, a multilevel
study design can contribute to reflect healthcare organizations as integrated wholes where
the patterns among different stakeholders are a key area of investigation [65]. Accordingly,
this article presents the micro-level sub study, based on semi-structured interviews with 20
Norwegian hospital managers and quality advisers. Macro-level findings and meso-level

findings are presented in two separate research articles [see 44 and 62].

Participants

The inclusion criteria were participants who currently worked as hospital managers or advisers
to hospital managers, preferably with clinical experience, situated at all levels within the
hospital organizations, e.g. head of clinic, head of department, divisional manager. Out of 20
participants, 18 had authorization and license as health personnel and clinical experience from
hospital practice. Several of them still worked clinically. Four out of five advisers had previous
hospital manager experience and were chosen to highlight the support system for managers
in the selected hospitals. Gender balance: 11 men and 9 women. See Table 4 for participants’

characteristics.

Table 4 Participants’ characteristics*

*M.D.: Medical Doctor, R.N.: Registered Nurse, D.D.S: Doctor of Dental Surgery, P.T: Physiotherapist

Participant | Educational background* Position Organization & Region
1 M.D., specialist, PhD Divisional manager A-1
2 R.N., MSc in Risk Management Adviser, quality and patient safety A-1
3 Lawyer Legal adviser, quality and patient safety A-1
4 M.D. Head of Clinic A-1
5 R.N., MSc in Risk Management Adviser, quality; Clinical Coordinator B-1
6 R.N., specialist Head of Quality B-1
7 Lawyer Deputy Head of Clinic B-1
8 M.D., PhD Medical Director B-1
9 M.D., PhD Head of Research C-2
10 D.D.S., PhD Head of Clinic A-1
11 M.D., specialist, MSc in Health Head of Clinic A-1
Management
12 M.D., specialist; surgeon, PhD, Head of Department B-1
Management courses
13 M.D., PhD, Management courses Head of Department B-1
14 R.N., specialist Head of Department B-1
9
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15 M.D., specialist; surgeon Head of Clinic C-2
16 P.T., MSc in Management Adviser, quality C-2
17 R.N., specialist Head Nurse B-1
18 M.D. Senior Adviser, quality and patient C-2
safety
19 M.D., PhD Head of Department C-2
20 R.N., MSc in Health Management Head of Quality C-2

Recruitment

Participants were recruited from three different hospitals. Hospital one and two belonged to
the same regional health trust, while hospital three belonged to a different regional health
trust. These three hospitals were selected as they were affiliated with the three County
Governors offices recruited at the meso-level in the broader multilevel study. Relevant
participants were contacted by e-mail; proposed participation in the study, of which all (except

one) accepted the invitation to participate.

Data collection

Allinterviews were conducted during the spring of 2019, then transcribed. SFO conducted and
audio-recorded all interviews face-to-face, at the participants’ workplace. Each interview had
a duration of approximately 1 hour to 1 hour and 30 minutes. Based on the preplanned semi-
structured interview guide (see Supplementary file 1), open-ended questions focused on areas
of responsibility, work practices, training, implementation of quality improvement measures,
regulatory flexibility, the role of supervision in improvement work and learning, experiences
connected to structural development and attitudes, cooperation among different levels of

government, management-levels in hospitals and clinical, front-line personnel.

More specifically, questions were asked to determine if and how the Quality Improvement
Regulation addressed some of the issues and challenges described in previous external
inspections. The questions included for instance whether non-detailed risk management goals
in the new regulatory framework facilitated flexibility in practical application and how
managers experienced the systematic PDSA-methodology (see preplanned questions in the
Supplementary file 1). In addition, questions relating to communication and interaction
among different system levels were asked to give insight into the regulator-regulatee
interaction. The latter was particularly important to ascertain how hospital managers viewed
the role of regulators and the new regulation, and the extent to which possible conflicts were
reduced between government-level expectations and local-level, practices of managing

quality improvement and safety.
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Prior to the interviews, the participants received an information sheet informing them about
the study’s topic, methods and data protection, and the researcher’s (SFO) credentials and
occupation at the time of the study. Participants were subsequently requested to give their

written consent. No pre-existing relationship with any of the participants existed.

Analysis

Researcher SFO analyzed the interview transcripts manually, using content analysis influenced
by Graneheim and Lundman, 2004 [66]. This analytical process consisted of several steps. SFO
initially read through all interviews and took notes of immediate thoughts that occurred after
reading, before organizing all interview transcripts into a matrix. Thereafter, SFO identified
and condensed all meaning units, suggested codes, and sub-categories. Four themes emerged
across the data. Researchers GBS and SW read all interview transcripts and participated in
discussions about categories and themes, to ensure the data’s reliability [67]. Our data were
relatively rich, and we reached saturation during the analysis, justifying the number of

participants [68, 69].

Resilience in healthcare constitutes a valuable framework that helps to understand how
systems can function and improve despite disruptions and adverse events [70]. A core idea is
that resilience is the ability of the healthcare system to adjust its functioning prior to, during,
or following changes and disturbances, so that it can sustain required performance under both
expected and unexpected conditions [71,72]. Findings were therefore explained and
interpreted by using resilience theory linked to adaptive capacity [18, 72-75]. The data was
partly analyzed inductively by identifying concepts within resilience in healthcare and partly

deductively by using predetermined questions explicitly exploring resilience potentials [76].

RESULTS
From our data of 20 interviews, we identified four themes: (1) Adaptive capacity in hospital

management and practice, (2) Implementation efforts and challenges with quality
improvement, (3) Systemic changes, and (4) The potential to learn. All four themes are
discussed below, along with illustrative participants’ quotes (numbers in parentheses indicate

the link to participants characteristics, cf. Table 4).
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Theme | Adaptive capacity in hospital management and practice

Participants agreed that the Quality Improvement Regulation was designed in a way that
supported flexibility, enabling managers to determine and adapt implementation efforts and
guality improvement measures to their local context. This was portrayed as essential, partly
due to the complexity in the system including different risks and elements (e.g. postoperative
complications, team coordination, complex procedures) of variation and uncertainty. Risk-
based management was thus characterized as one of the favorable advantages with the new
Quality Improvement Regulation, as it encourages managers to assess risks according to

specifics and hallmarks in the relevant unit, department, and clinic.

The Quality Improvement Regulation gives you room to maneuver because it has a generic design.

- Medical doctor, head of department (13)

After all, you are completely dependent on close dialogue with those who work (at the sharp end) and
we as managers need to move closer to find out where we need to adjust and to discover the areas
where things are not working.

- Medical doctor, head of clinic (11)

Participants argued that having a one size fits all solution is not easy, as improvising will always
be necessary at a local level. They continued with describing that in a hospital you are not in
control of your day because new situations occur, implying that it is impossible to anticipate
every possible event. This is one of the main reasons for why implementation of new routines
and procedures are challenging, participants claimed. They believed that the embedded risks
would remain risks regardless of new regulatory requirements, illustrated by the fact that
adverse events still occur despite new, improved routines, and procedures. Adding to this,
participants described how they worked on standardizing procedures aiming to reduce some
of the unwanted variation in their work but noted that methods of treatment and evidence
evolve so quickly that procedures need constant updates. While the government sometimes
presents a black and white solution, a procedure is only valid until good reasons exist to

deviate from it, they noted.

There are so many different things that come up and occur, that it is not always easy to have a one size
fits all solution. There is some improvisation sometimes, in how to approach a problem.

- Medical doctor, head of department (12)
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For a very detailed procedure to work well, you must be able to predict all types of situations that the
different medical practitioners may come across, and we do not always manage to predict that.

- Medical doctor, adviser in quality and patient safety (18)
Autonomy was described as a key flexibility feature in everyday hospital work, especially for
physicians. However, high degrees of autonomy may sometimes compromise physicians’
willingness to actively participate in systematic quality improvement work compared to the

nursing profession, participants claimed.

They must get the impression of being involved in- and to influence their daily work. To give a purely
administrative order, like: “Now you must pull yourself together, you should do this and that”, that
approach will not do, they will boycott it.

- Medical doctor, head of clinic (15)
They also reported that the flexibility leaves the hospitals with the choice to implement
whatever adverse event reporting system they choose. Furthermore, adaptive capacity to
handle risks and challenges implies that hospitals are influenced by their own competences in
terms of having the right personnel and training. Some participants even requested more
strict support and correctives from their senior managers because that would indicate that
their manager knew what sort of challenges they struggled with in their everyday work (e.g.
quality improvement efforts are added on top of their everyday workload, lack of good quality
indicators, lack of personnel and time, information overload, lack of coordinated data

systems).

| feel that we are free to express it (further up the hierarchy) if we experience that some efforts do not
make sense to our work practices.

- Nurse, head of department (14)

Physicians hate to be controlled. At the same time, they write to the Ministry “we got to have some
clear guidelines”, so physicians both love and hate rules. And it's a schizophrenia that physicians have
always had.

- Medical doctor, adviser in quality and patient safety (18)
Theme Il Implementation efforts and challenges with quality improvement
Our participants all agreed about the advantage and necessity of highlighting management
responsibility in the new Quality Improvement Regulation. However, participants reported
that most managers already have too many obligations and do not have time to prioritize

systematic quality improvement efforts. Some even reported that many managers simply do
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not care about professional management and administering of their unit, department, or
clinic.
I think that the Quality Improvement Regulation is providing managers with an overall description of

how a manager should act. You must do all these things that many people believe are obvious. And the
Quality Improvement is kind of “stating the obvious”.

- Medical doctor, adviser in quality and patient safety (18)

Although PDSA as a method was familiar to the hospitals prior to introducing the Quality
Improvement Regulation, several participants argued that the systematic four phase process
is not embedded in health personnel’s work practice. They described all four phases as equally
important but stressed that evaluation and restoring/returning to a normal state are the most

demanding to operationalize into reality.

The extent to which these (PDSA) circles work according to the intention: there are measures
implemented, and then there is no follow-up of the decisions. There is a total lack of it, | would almost
say.

- Medical doctor, head of research (9)

I do not know if | am able to articulate how | work specifically with the four (PDSA) elements (...) because
it is quite different from one area to the next.

- Nurse, head of quality (6)
Participants believed that the Quality Improvement Regulation did not lead to change in their

practice.

Some things have been done by the executive level, but the clinic managers have not addressed it.
- Nurse, quality coordinator (5)

Not directly linked (the introduction of the Quality Improvement Regulation and implementation of
practical measures into clinical work). | cannot think of (episodes) where it was like “let us take a look
at this (the Quality Improvement Regulation) and then start changing things”.

- Nurse, Head of Quality (20)

Lack of understanding of what was referred to as “internal jargon” in quality improvement
and patient safety was believed to add to the burden and responsibilities of managers.
However, several quality improvement measures were described, such as double-check of
medications, focus on communication in teamwork, reducing the number of hallway patients,
guestionnaire for patients’ satisfaction, preoperative marking, and surgical checklists. The
latter was described as the most difficult, yet most successful implementation measure.
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Several participants referred to what they experienced to be a common, yet a false claim: that
physicians are not concerned about or involved in quality improvement. A lot of the
improvement methodology is present although it is not stated clearly or written down and
most physicians do work unconsciously in accordance with the quality improvement

methodology, participants reported.

Theme Il Systemic changes
Findings revealed both structural and cultural changes to, and development of, quality

improvement systems in the hospitals. The structural quality improvement elements were
described in terms of the establishment of different types of meetings, councils, and
committees (e.g. patient safety- and quality councils, network meetings, internal audit

meetings) at the administrative- and management levels in hospitals.

We have built a new structure of quality and patient safety units.

- Lawyer, legal adviser in quality and patient safety (3)
Furthermore, systems of adverse event reporting and systems for documentation of
procedures, routines, guidelines were introduced, and constantly evaluated and improved.
The latter was described as extremely challenging in everyday work, as the number of
available documents felt overwhelming, and sometimes routines and procedures overlapped

or were outdated.

It has been one of the most important things, the system for documentation, and we have been working
intensely to clear away old routines, revise all routines and get them updated, especially since our new
quality adviser started.

- Lawyer, deputy head of clinic (7)

In addition to hospital internal structural changes, participants described an increased
governmental spotlight on patient safety in general and on managers’ roles in reducing risks
and enabling their employees to work safely and provide high quality care to patients. As a
legal document, the Quality Improvement Regulation manifested this development, the

participants explained.

We were probably more mature now in order to get that new Quality Improvement Regulation, and
what | think is very nice is that it is to the point, three pages and it is kind of “this is how we should do
it”.

- Nurse, Head of Quality (20)
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We are obliged to do an annual risk review, which we have never done before, and we believe that the
(Quality Improvement) Regulation has helped us in turning the spotlight on that.

- Medical Director (8)

All participants reported a cultural shift in improvement work over recent years. They
described a change in attitudes towards the importance of continuous quality improvement
and the systematic approach to it. Courses and training that used to be ignored by physicians,
had gained attention, and increased its popularity, however support systems and routines
varied among the study sites. Several participants also had experienced and expected a further
shift with new generations of physicians approaching the field. This was explained partly due
to the renewed curriculum introducing the methodology of systematic planning, acting,

restoring and evaluation early on in their education.

(Quality improvement work) is not entirely new, but quite new. When | started as a surgeon, these
were things that never came into view, so it's been a remarkable change, especially over the last ten
years.

- Medical doctor, head of clinic (15)

Today, managers can hardly speak without having to mention the word patient safety. So, it's been an
interesting development.

- Medical doctor, adviser in quality and patient safety (18)

Theme IV The potential to learn

To maintain high quality care, interpersonal trust among health personnel and institutional
trust between hospital managers and governmental supervisory bodies is a necessity,
participants argued. Explaining why adverse event reporting was still weak, participants
highlighted a safe work environment. Participants felt that a healthy reporting regime
emerges from a just culture, which in turn leads health personnel to feel confident that they
will be taken care of if they make mistakes and if they report adverse events. Some noted that
a systems-perspective to adverse events, supported by the Quality Improvement Regulation,
was more frequently applied now compared to in previous supervision activities, contributing

to the needed sense of confidence to openly discuss adverse events and risks.
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And | think that in doing quality improvement and patient safety work, we need to recognize that the
number one priority is to ensure that health personnel are confident that they will be taken care of if
they make mistakes, and that they find themselves in a system that reduces the number of adverse
events to a minimum.

- Medical doctor, head of department (19)
In general, organizational, and individual learning was described as challenging and even more
so learning across departments, clinics and between hospitals. Participants explained that it
was difficult to learn from adverse events during normal work operations due to time

pressures, nor did health personnel always have the motivation to do it.

We are part of an intellectual organization, right, that is what drives us forward. After all, it is about our
minds. To be able to change things you must get all these minds on board. Otherwise, everything stops.

- Medical doctor, head of clinic (15)

Since it is difficult to learn from adverse events, and the time is lacking — participants argued
that it is difficult to learn from successful outcomes too. Implementation of the Quality

Improvement Regulation did not change this.

We do have regular meetings within the clinic and across departments, so we learn a lot and it is our
responsibility to somehow pass it on to our department. | don't think there is a good system for that,
but | don't know how it could be resolved. The challenge is the amounts of information which | must
communicate further down the system, to my employees, but they work shifts and are not necessarily
checking their email every day.

- Head nurse (17)
As a response to questions about the interplay between hospitals and supervisory bodies,
most participants emphasized that supervision could be useful and help the managers to focus
on certain risk areas or challenging work practices. However, participants gave examples of
less helpful episodes, such as inspectors having different views on certain rules and
regulations, adding that some recommendations from inspectors were difficult or impossible
to implement in practice. Some noted that supervision focuses primarily on negative aspects
of improvement and felt that internal audits were more relevant and useful than

governmental supervision, because the hospitals are leading their own problem solving.

If you have a written procedure and something happens, then they (red. inspectors) ask: "But why did
you not do that?" Because the anatomy indicated differently (red. physician answers). "But it states in
your written procedure that you should do it, right?” That is how a lawyer speaks compared to a
physician...

- Medical doctor, head of clinic (15)
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DISCUSSION

The main findings
According to the Quality Improvement Regulation, managers are responsible for

implementation efforts- and for the use of PDSA-methodology. Our participants nevertheless
described no change in their practice (related to quality and safety activities) solely due to this
new regulatory framework. The introduction of the Quality Improvement Regulation was thus
perceived by the participants as having no direct link with how they performed their work.
Despite that, this study discovered structural and cultural changes to, and development of,
quality improvement systems in hospitals in recent years. We argue that the structural and
cultural changes that have happened (e.g. annual quality and patient safety reports to the
Norwegian Parliament, National Strategy for Quality Improvement in Health and Social
Services (2005- 2015) [46], “Patient Safety Program” [47]), also included the revision of the
previous Internal Control Regulations into a new regulatory framework [55, 13]. Hence, the
governmental development of the Quality Improvement Regulation appears to be part of that
systemic change. Participants described several benefits with the Quality Improvement
Regulation in terms of adaptation and flexibility to local context, and clinical autonomy as an
inevitable element in hospital practice. Trust and a safe work environment were considered
key factors to support adverse event reporting and learning processes in general. The latter
was crucial if collaboration with external supervisory inspectors should positively influence

hospital quality enhancement.

Strengths and limitations of this study
It is assumed essential to involve different types of stakeholders when researching the system-

level phenomenon of risk-based management, where complexity, uncertainty and variation
are key concepts [62, 77]. This study investigated hospital managers’ perspectives and
experiences with practical implications of a specific regulatory change. Lower-level
management implementation of the new regulatory requirements was given main attention
in our study. It is thus a limitation that it only reports the perspectives of managers and no
other stakeholders from different levels in the system, such as patients, full time clinicians,
regulators. The perspectives of regulators and inspectors are presented in two separate
research articles [44, 62]. The main study strength is the uncommon approach of involving
hospital managers in healthcare regulation research, as they both legally and practically are

responsible for improving quality and safety. An additional strength is that most participants
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had substantial clinical experience and/or stilled worked in the clinic environment, in addition
to having management responsibilities, which provided the study with valuable insight into
the complexity in hospital management. A limitation with this study is that the interviews
focused on hospital managers own reflections and did not include any observational study of
practice / implementation / change. Another limitation is that two out of four regional health
trusts in the Norwegian specialist healthcare system were not included. This may have
hampered valuable information about the implementation process and geographical
variations since the support systems and routines for training managers differ from region to
region. Guided by the information power, however, the sample size of 20 participants was
adequate and supported our effort to ensure trustworthiness [66, 78]. We did nevertheless
not discuss potential differences among participants belonging to the three different local
health trusts (which could be viewed as a limitation), as we did not fully map resources, size
and context of their quality advising units. However, all hospitals had established committees,
boards and units related to quality improvement, and the structural and cultural changes

reported in Theme 3 reflected that overall systemic development.

Implementation, the capacity to adapt and the link to support systems
Healthcare regulation is tailored in various ways by the Government, depending on the area.

Some sectors are strictly governed by prescriptive rules (e.g. medication related issues) [18].
The idea with the Quality Improvement Regulation’s design on the other hand, was to provide
managers with non-detailed goals for risk management-based implementation. With a non-
detailed regulatory framework, the Government does not specify how hospital managers
should “get there”, built on ideas of local autonomy and context sensitivity [18]. As our data
revealed, improvisation and local adaptation is viewed as essential to hospital management,
along with an acceptance that healthcare situations such as patient treatment, diagnosis or
surgery can develop into unforeseen scenarios which cannot be planned for. Regulatory
measures that are too standardized or prescriptive could adversely reduce the autonomy of
managers and health personnel. Our findings illustrated that managers acknowledged that
strict regulations could potentially affect and hamper patient safety in cases where flexibility

could be beneficial to the outcome.
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However, a high degree of system adaptive capacity could occasionally represent a
disadvantage, for instance when a procedure is adjusted but leads to an unsuccessful or
unacceptable outcome [75], or regulatory flexibility combined with a lack of interest in quality
improvement work allows regulatees to deliberately ignore quality and safety expectations.
Moreover, when choices and decisions are left to hospital organizations it creates
considerable demand for internal systems to train managers, to establish systems for
implementation support and IT-solutions. This is echoed by past research on the growth of
internal bureaucracy due to governmental deregulation of safety management [79]. Hence,
our study found a paradox in the systemic development of meetings, councils and committees
at the administrative- and management levels in hospitals to comply with regulatory
requirements for quality and safety, while managers reported few changes at the sharp end;
in clinic, related to implementation of quality and safety activities. It is reasonable to think
that there is a disparity in hospital manager support across different hospitals. Thus, having
autonomous responsibility for competences and management training, could in turn lead to
different priorities in different regions and hospitals. Variation in support systems and

routines was nevertheless reflected in our results.

Moreover, previous research has emphasized skills and support to manage conditions of
unexpected events, and that managers (due to prioritization struggles) need guidance to
understand what is operationally needed [80-82]. Indeed, lack of knowledge and skills is
perceived a significant barrier to quality improvement [83, 84]. We argue that our current
study demonstrates that the Quality Improvement Regulation’s non-detailed regulatory
design, leaving implementation decisions to managers, could complicate managers’
understanding of governmental expectations. This resonates especially since the
requirements need to be translated before practically applied (e.g. how to define specific
hospital-conduct as reasonable; safe; prudent or what is adequate documentation). As
successful implementation requires more than a change in regulatory rhetoric or design, our
study indicates that support tools for managers to achieve the goals in a systematic way have
not been fully developed yet. The disjunction between rhetoric and reality, or theory versus
practice, is a familiar one in research on implementation of rules and regulations in healthcare.

It is often referred to as a dichotomy of work as imagined versus work as done [74, 85]. This
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applies particularly to how requirements are trickled down the system to get resonance with
those who do the actual implementation [38, 41, 42, 86, 87]. When lower level managers fail
to implement efforts because they are difficult to convert into practice or that the policies
being implemented have a weak relationship with the core clinical tasks, a process of
“decoupling” has occurred [41, 42]. The study of van de Bovenkamp and colleagues, 2017 [88]
revealed that hospitals needed to do a lot of interpretive work to make use of regulation,
however autonomy enabled this strategic work. Other studies have shown that additional
resources and systems sometimes are needed to interpret and implement regulatory
requirements [89]. As detailed rules and regulations may often be perceived as barriers to
implementation, focusing regulatory attention on defining the quality of processes and
outcomes could potentially make regulatory expectations more feasible for practical
implementation. On the other hand, some hospital managers may find less details less helpful,
because most of the responsibility, decisions and operationalization are left with them. What
can be drawn from this is that it will be important to consider how regulatory expectations
are designed in ways that enable hospital managers to put efforts into practical reality. This
implementation gap may also partly be explained by the type of managers who oversee
implementation efforts. With different leadership approaches debated in the literature, prior
research has identified how clinical managers’ sometimes struggle with role and identity [12,
90-94]. Thus, to become interested in management there ought to be awareness of meaning
and purpose in management training, as it is first and foremost clinical work that is perceived
meaningful to them [12, 94]. Moving forward, it will be crucial to develop management
practices that encourage quality improvement efforts, and encourage health personnel to
participate [15, 95]. Putting clinicians in management roles, provided with adequate
leadership and quality improvement training, is key to making improvement an embedded
and inclusive activity in everyday clinical work—especially since clinical managers often have
experienced the importance of flexible and adaptive behavior firsthand [11, 12, 39]. Thus, the
“hybrid professional manager” might bridge professional management, clinical identity, and
engagement, constituting an important system factor underpinning successful quality
improvement and implementation [92, 93, 96].

PDSA - government favored methodology for quality improvement

Although the Quality Improvement Regulation manifested the PDSA-logic [45], it did not
independently explain if- and why managers decided to put quality and safety activities on
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their agenda. Our findings indicated that clinicians worked with quality improvement, but they
did not necessarily follow the PDSA-logic nor were they familiar with the Quality Improvement
Regulation. Moreover, several participants described that measuring improvement efforts
was challenging. This study links this to the assumption that everything is measurable
according to the PDSA-logic [97]. In that sense, and alike our study, prior research has found
some drawbacks in using PDSA in hospitals’ quality improvement work [98-100]. Although the
PDSA methodology encourages learning and supports adaptation of interventions, its efficient
use requires considerable training and organizational and managerial support [99]. If PDSA is
to remain at the core of regulatory design, then issues of organizational support and training

need to be accounted for by regional health trusts and Government budgets.

Several alternative quality improvement methodologies exist. For instance Six Sigma (define,
measure, analyze, improve, control), Lean (identify waste; activities that do not add value),
Root Cause Analysis (RCA) (identify the underlying causes; reactive in its approach), Failure
Modes and Effect Analysis (FMEA) (identify potential adverse events, failures and hazards;
proactive in in its approach) [101]. Commonly amongst these approaches is that they
presuppose identification of a specific problem area or cause(es) before the next steps of
action might be implemented. This could possibly make managers overlook certain areas that
are not obviously apparent. Thus, based on the contextual reality of hospital managers,
reflected in our findings about resources and lack of time, we argue that complex, non-linear
processes are challenged by these methodologies. Moreover, systemic risk factors such as
resources and time are embedded and often linked and interrelated when an adverse event
occurs [102-105]. Other organizational design considerations also seem important, beyond
specific improvement methods. For instance, the inclusion of short, daily breaks to facilitate
learning episodes may assist in improvement efforts [106]. Organizational adaptations such
as this could address some of the challenges identified by participants in this study, where
systematic quality improvement in line with the Quality Improvement Regulation’s PDSA-

logic, was viewed as too time-consuming to justify full scale implementation.
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Implications for clinicians and policy makers - and future research
This study is of relevance to both regulatory bodies and the management levels within

hospitals. It adds some useful insights to development and implementation of future
regulatory amendments in a Norwegian and in an international context. Moreover, the study
highlights the importance of ensuring that any macro-level quality improvement initiatives
and regulatory requirements are accompanied by appropriate resourcing, support, and
advanced preparation to ensure that it has the best possible chance of being implemented
effectively. Our results therefore may contribute to theoretical development of macro-level
regulation, by implying how inclusive governance can add value to fill in the gap between work
as imagined and work as done and support adaptive capacity as a positive element in quality
improvement work [75]. Additionally, our study highlights regional variation in management
training and programs for leadership development, which fuels the idea that it will be
important to provide a minimum level of training to all hospital managers, regardless of
organizational level and regional affiliation. Yet, there are some unanswered questions that

speaks for future research, for instance:

* How to provide additional management support for implementation through adding
“practice facilitators” [80].

* How to improve the collaboration between inspectors and hospital managers [107].

* It would also be valuable to engage in cross-country comparative research to
investigate how different regulatory regimes value flexibility in regulatory strategies

for quality improvement and patient safety.

CONCLUSION

In this study we explored how hospital managers work to improve quality and investigated
their experiences with implementing the new Quality Improvement Regulation, provided to
support management of quality improvement. The study showed that lack of time,
competence and/or motivation, appears to limit the implementation of quality improvement
efforts. While managers’ work to improve quality does not solely depend on a specific
regulatory framework, the Quality Improvement Regulation may be an instrument that over
time, leads to structural and cultural change. In turn, it can push managers towards a shift in
strategic learning focus and resource allocations. Ultimately, hospital managers’ autonomy

and their adaptive capacity and ability to tailor quality improvement efforts to local
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circumstances, were key for the new Quality Improvement Regulation to have any relevant

impact on hospital practice and for it to influence quality and safety activities.
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* The Ministry of Health and Care Services

M AC RO‘ * The Norwegian Directorate of Health

* The Norwegian Board of Health Supervision

* County Governors (inspectors)

* Hospital leaders at different levels: head of
clinic, department manager, divisional
manager, ce. quality adviser

Figure 1 The system-levels involved in the multi-level case study
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Interview guide

Please introduce yourself (name, educational- and professional background, current position).

Are you familiar with the new Quality Improvement Regulation and its content?

What are the routines for management in terms of the organization’s (the unit, department, clinic)
continuous safety- and quality improvement work?

How do you, as a manager, work with quality improvement and safety measures? What are your
responsibilities?

What is quality improvement to you?

What kind of mandatory management training/courses for planning- and implementation of risk- and
safety measures did you go through as a manager?

If this type of training/courses was attended, what were the learning outcomes do you think?

How do you understand the requirements for internal control?

Have you experienced any challenges regarding the implementation of the new Quality Improvement
Regulation, if so, what kind of challenges?

How do you consider the differences between the new Quality Improvement Regulation and the previous
Internal Control Regulations?

How do you consider the Quality Improvement Regulation to provide you with room to maneuver, if you
consider it to facilitate that?

Seen from your perspective, how do you think the new Quality Improvement Regulation facilitates or
hampers/hinders flexibility and adaptation in the local improvement work?

How does the Quality Improvement Regulation facilitate or hamper/hinder learning, seen from your
perspective?

The concept of resilience focuses on the things that turn out successfully, how do you deal with that in
your organization?

What do you regard as the elements determining if the health services you provide are robust?

The Quality Improvement Regulation consists of four steps of requirements for the organization’s
activities (to plan, to act, to evaluate and to correct): how do you work with these requirements and
steps?

Due to the Quality Improvement Regulation, you are obliged to have a management system — how do
you document that you have such a system?
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Do you consider any parts or specifics in the Quality Improvement Regulation more important than
others, if so, what parts?

Do you feel that the Quality Improvement Regulation (the document) is accessible and comprehensible?
Do you have any examples of terms that are difficult to understand?

Have you ever experienced uncertainty in how you should work with quality improvement, considering
what the regulatory framework implies?

What do you do if you are uncertain about how to deal with the requirements provided in the regulatory
framework?

Do you have any thoughts about being the subject for supervision/inspection?

In what ways does the collaboration between national and regional inspectors impact hospital
management and quality improvement work?

How did you experience the communication- and information process (provided by the Ministry, the
Directorate, the Inspectorate), prior to the Quality Improvement Regulation went into effect?

Do you have any suggestions for the government bodies in terms of what they could have done differently
during the development and implementation of the Quality Improvement Regulation, if so, which
suggestions do you have?

If you were to give input to changes that could supplement the existing legislation, as a manager, which
suggestions would you give the government bodies?

Have you sensed a change in attitude towards quality improvement following the new Quality
Improvement Regulation, if that is the case, what sort of changes?

Are there any internal documents (to support quality improvement and patient safety work), if so, what
sort of documents and what is the content?

How are guideline- and support documents being applied into the quality improvement work?

In what ways does the Guidelines document associated with the Quality Improvement Regulation,
contribute to ease your work?

Which specific changes in your work practices has the Quality Improvement Regulation contributed to?
(If none, why?)

Looking ahead — how do you expect the new Quality Improvement Regulation to contribute to improve
management of quality in your hospital?

Is there anything we have not talked about yet, that you feel is important to mention?
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COREQ, (COnsolidated criteria for REporting Qualitative research) Checklist

Page 38 of 38

A checklist of items that should be included in reports of qualitative research. You must report the page number in your manuscript

where you consider each of the items listed in this checklist. If you have not included this information, either revise your manuscript

accordingly before submitting or note N/A.

Topic Item No. Guide Questions/Description Reported on
Page No.
Domain 1: Research team
and reflexivity
Personal characteristics
Interviewer/facilitator 1 Which author/s conducted the interview or focus group? 10
Credentials 2 What were the researcher’s credentials? E.g. PhD, MD 1,24
Occupation 3 What was their occupation at the time of the study? 1 24
Gender 4 Was the researcher male or female? N7A
Experience and training 5 What experience or training did the researcher have? 24
Relationship with
participants
Relationship established Was a relationship established prior to study commencement? 11
Participant knowledge of What did the participants know about the researcher? e.g. personal
the interviewer goals, reasons for doing the research L
Interviewer characteristics 8 What characteristics were reported about the inter viewer/facilitator?
e.g. Bias, assumptions, reasons and interests in the research topic 1
Domain 2: Study design
Theoretical framework
Methodological orientation 9 What methodological orientation was stated to underpin the study? e.g.
and Theory grounded theory, discourse analysis, ethnography, phenomenology, 11
content analysis
Participant selection
Sampling 10 How were participants selected? e.g. purposive, convenience,
consecutive, snowball 10
Method of approach 11 How were participants approached? e.g. face-to-face, telephone, mail, 0
email
Sample size 12 How many participants were in the study? 9
Non-participation 13 How many people refused to participate or dropped out? Reasons? 10
Setting
Setting of data collection 14 Where was the data collected? e.g. home, clinic, workplace 10
Presence of non- 15 Was anyone else present besides the participants and researchers?
participants 10
Description of sample 16 What are the important characteristics of the sample? e.g. demographic
data, date 810
Data collection
Interview guide 17 Were questions, prompts, guides provided by the authors? Was it pilot 10
tested?
Repeat interviews 18 Were repeat inter views carried out? If yes, how many? N/A
Audio/visual recording 19 Did the research use audio or visual recording to collect the data? 10
Field notes 20 Were field notes made during and/or after the inter view or focus group? [ 11
Duration 21 What was the duration of the inter views or focus group? 10
Data saturation 22 Was data saturation discussed? 11
Transcripts returned 23 Were transcripts returned to participants for comment and/or N/A

-
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Topic Item No. Guide Questions/Description Reported on
Page No.
correction?
Domain 3: analysis and
findings
Data analysis
Number of data coders 24 How many data coders coded the data? 11
Description of the coding 25 Did authors provide a description of the coding tree?
tree 1
Derivation of themes 26 Were themes identified in advance or derived from the data? 11
Software 27 What software, if applicable, was used to manage the data? N/A
Participant checking 28 Did participants provide feedback on the findings? N/A
Reporting
Quotations presented 29 Were participant quotations presented to illustrate the themes/findings?
Was each quotation identified? e.g. participant number 12717
Data and findings consistent 30 Was there consistency between the data presented and the findings? 18-21
Clarity of major themes 31 Were major themes clearly presented in the findings? 12
Clarity of minor themes 32 Is there a description of diverse cases or discussion of minor themes? 12-16

Developed from: Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-item checklist

for interviews and focus groups. International Journal for Quality in Health Care. 2007. Volume 19, Number 6: pp. 349 — 357

Once you have completed this checklist, please save a copy and upload it as part of your submission. DO NOT include this

checklist as part of the main manuscript document. It must be uploaded as a separate file.
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