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Preamble
How Effective are You? A central question in this research, which asked regulators how they study their
effectiveness and use the acquired results to adjust their regulatory regime. The regulation of health care is a new
field for me, a biomedical scientist. For my final internship, I wanted to uncover another World of research, and so I
did. Never having even heard of qualitative research, the biomedical playing field revolving mostly around
quantitative research, I got what I wanted, and even more so. As a result, I have learned a tremendous amount
over the last five months, and compiled all this freshly acquired knowledge in the research paper that is in front of
you. I sincerely hope you will enjoy reading my work as much as I did writing it.
This rapport is of course not an individual effort, all kinds of people have helped me along the way and this section
presents me with the opportunity to thank all of them. First of all I would like to thank all the respondents from the
various organizations. The information you provided me through questionnaires and interview have been
invaluable and provided the foundations for this report. I would also like to thank Jooske for the contact
information she provided, as this saved me a lot of time. Additionally I would like to thank all attendants of the
EPSO conference, for the knowledge they shared with me along with the laughter and a few drinks.
My research was mainly conducted at the department of O&I at the Dutch Health Care Inspectorate. Thanks goes
out to all my colleagues there, for their support, critical questions and the good times shared. My fellow interns
Bart-Jan and Ivana, I will miss our daily conversations, laughter, our many reflective workshops and the times we
suffered together. Although we sometimes all kept each other from working, I am sure I could not have finished
this research without your help, so thank you both. Suzanne and Paul, I have learned very much from the both of
you for which I am very grateful. In terms of supervisors you make the perfect combination, with Paul being very
focused on the broader scope and Suzanne complementing this with her attention for details. I hope you enjoyed
being my supervisor as much as I enjoyed being supervised by the both of you.
Thijs, you were my main supervisor at the University. Whenever I went to meet you, I was afraid you would burn
my work down. You never did. Instead you gave me confidence, lots of material to work with and the ability to
continue and finish. Thank you very much. Mariëtte , I would also like to thank you for your time and efforts.
Lastly, my darling girlfriend Atty. Thank you for supporting me, listening to my stress everyday and reading my work
to correct an incredible amount of spelling mistakes. My parents for also listening to my thesis related stress.
This research paper is the finishing effort of a six year journey through the academic world. I have learned much,
maybe even more than I know right now, and I am grateful that this project was my last. I learned a lot met
amazing people and now my journey has ended and real working life will commence.
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Summary
Times are changing and this affects governmental organizations. Questions are being raised from within these
institutions about the efficiency and effectiveness of government undertakings. Additionally, civilians are becoming
more demanding towards public organizations. As health care in many European countries is under regulation of
several of these type of governmental and public organizations, questions about the effectiveness of health care
regulation are also receiving an increasing amount of attention. Based on the assumption that this increase of
attention is in fact taking place, this research has been commissioned by the Dutch Health Care inspectorate to
uncover what advances other European regulators have made when it comes to studying and improving their
effectiveness.
This research has its focus on eleven regulators from different European countries. Information was obtained in a
qualitative manner, mainly through the use of telephonic interviews which were preceded by a digital
questionnaire. Topics of research included how regulators studied their effectiveness, what problems they faced
during their studies and how they used the results obtained. Information about the tools used to regulate health
care was also acquired, in order to place the findings with regard to effectiveness studies in a relevant context.
As expected, all European regulators have been taking increasingly more interest in studying the effectiveness of
their regulation. However, whilst they all indicate that this is an important subject, there is a distinct sense that this
is a new area of research. As a consequence, all regulators seem to be searching for a proper methodological
approach when it comes to effectiveness studies. This study has identified four different types of effectiveness
studies; those that focus on internal processes, those that focus on changes induced in the health care system,
those that inform about perceptions of regulation by health care and other relevant professionals and those that
study the changes in patient outcomes as a result of regulation.
The first type of study brings rigour and robustness into the regulatory process, but provides little information
about effects that regulation achieves in the health care system. Whilst the second type of study does provide this
information, it is questionable to what extent it can be used to make the regulatory process more effective.
Perception studies, in which health care officials or other relevant professionals are questioned on their opinion of
the regulatory process or about changes in patient outcomes induced by regulation, can provide this information.
However, the fact that these studies are based on opinions makes it difficult to generalise the information obtained
by them. Lastly, some regulators take a numerical approach to identify the impact of regulation. Here changes in
patient’s outcomes are monitored and related to regulatory efforts. A problem with these, and to a lesser extent
other effectiveness studies, is that of causality, as it is difficult to try and uncover to what extent changes can be
attributed to a single player. To be able to overcome this problem to some degree, to obtain an as complete picture
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of the effectives of regulation as possible and to be able to make regulation more effective, a regulator should
strive to make a combination of the approaches identified here.

Introduction
Background
Public organizations today are finding themselves a new age in which their central role is lost to a society, that
demands them to take responsibility for their decisions and the increased spending of public funds [1].
Furthermore, under the catchword ‘ New Public Management’, governments were reformed in the 1980s as a
result of economic declines and increased international competition [2]. One of the aims was to improve efficiency
and effectiveness of governmental bureaucracies [3]. This means that since then, increasingly more questions are
being asked both internally and externally about the effectiveness and efficiency of governmental regulation of
public services. The result is what has been referred to as the ‘audit society’, where public organizations are all
involved in producing data and information on performance, results and impact [4].
In the Netherlands this has led to government documents on guidance to measure effectiveness of supervision and
a long-term program called: the effectiveness of supervision [5, 6].

Health Care & Regulation
In most developed countries, health care has been under governmental scrutiny for many years. Predominantly
funded by public sources, the increase in health care expenditure and the aging of the populations, has made
controlling the quality of health care systems more important than ever [7, 8]. Despite its increased importance,
governments also want to see quality of care being the primary responsibility of health care professionals and the
health care industry itself. This said, they still feel responsible for ensuring that health care quality is adequate.
These changes have resulted in governmental regulation of the health care system rather than government control.
It has also resulted in the formation of specialized public bodies in charge of regulating health care services, funded
by or established as a part of government. This has led to increased visibility, and costs, of health care regulation [6,
7].
Health care regulation has, because of these aspects, not escaped the scrutiny of the ‘audit society’ and questions
concerning its effectiveness have been raised in the Netherlands. These questions, however, are not defined to the
Netherlands alone. All across Europe regulators, both in health care regulation and that of other civil services, are
bound to be asking similar questions. The problem is that, up to now, little comprehensive information about how
health care regulators try to answer these questions has been made available.

Research Objective
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This study aims to obtain information on how various European health care regulators study their effectiveness and
use the results obtained by these studies.
Questions about maximising and measuring effectiveness of health care regulation are gaining increasingly more
importance at the Health Care Inspectorate in the Netherlands (IGZ). The reasons for these questions are multiple;
the answers to these questions provide a means to improve the processes of the regulatory organization. For
instance, if a type of regulatory process is found to be very ineffective, research might not only prove that it is
ineffective but also provide information on how to improve it. Through the learning potential provided by this
information, the organization can improve its regulatory expertise. This, in turn, should lead to a higher quality of
the health care system. Besides a means to improve work processes, undertakings into looking at effectiveness of
regulation also provide a means of legitimacy. The high costs and visibility of regulation have raised questions
about its effectiveness and its necessity [9]. If a regulator can demonstrate that the work it does has the desired
effects, these questions will be put to rest, at least partly.
Despite the importance of the questions that are being asked, knowledge on how to answer them is still limited [6,
9]. Therefore the IGZ has commissioned this research, which aims to make an inventory on how a number of health
care regulators in various health care systems across Europe study their effectiveness. This research tries to find
out whether or not other health care inspectorates are posing questions concerning the effectiveness of regulation,
and whether or not they have taken the first steps towards answering them. Furthermore, it will be interesting to
find out how health care regulators strive to maximise their effectiveness. This study will therefore set out to
uncover how they go about gaining insight into the effectiveness of their regulation, which type of effect they are
investigating, and how they use the information acquired by these efforts. The obtained information can be used as
learning material for other regulators, provide a basis for international comparison or serve as a foundation for
more in depth studies.
On the long-term, this report might build the foundations required for cooperation between several regulators.
Cooperation will result in an increasing amount of knowledge concerning measurements of effects in relation to
the health care system. The increased knowledge could in turn make regulation more effective and will also provide
a way to demonstrate the effects obtained through regulation. This provides a means of legitimacy to ministries,
the general public and the subjects that are being regulated. However, before it comes to that many steps are
required. With this research the first steps have been taken.

Reading Guide
First a theoretical background will be discussed. Here it will be explained what different kind of regulatory
mechanisms health care regulators can employ. It will further provide a model of how different regulators may look
at the effects of their regulation. After that, the methodology of this research will be discussed along with the
research questions. Following this will be a section describing each health care regulator involved in this research,
along with some context, the tools used to regulate the health care system and finally, their efforts concerning the
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effectiveness of their work. Following this is a section on common themes that all regulators address when looking
into effectiveness. The report finishes off with a conclusion, discussion and some recommendations.

Theoretical Framework
How are health care regulators in various health care systems studying the effectiveness of regulation? The
proposed question is one which involves many different theoretical aspects, which are different in each setting and
moreover, are difficult to untangle. First it involves the concept of regulation. This calls for a theory about how, and
with what purposes, a regulator can regulate health care. Secondly, this theoretical framework will discuss how
regulators can achieve effects, and what types of effects can be measured.
Regulation in terms of health care is best defined as follows: ‘any set of influences or rules exterior to the practice
or administration of medical care that imposes rules of behaviour’ [10]. In general, regulators obtain information
on whether an organization, a policy or service meets a set of demands. The regulator judges and analyses this
information and, if necessary resorts to intervention [11]. The purpose of regulation of health care quality in
general is threefold [8]:
•

To improve performance and quality. Generally, this is done by driving the health care industry to achieve
ambitious standards and targets. Health care services are expected, or driven, to achieve these and they
are to result in a continuous improvement of quality and performance.

•

To provide assurance that minimally acceptable standards are achieved. In contrast to the former purpose,
assuring that acceptable standards are achieved usually involves the setting of minimal requirements. This
results in an improvement of poor performing health care services but does not continuously drive further
improvement of the health care system beyond the set of demands.

•

To provide accountability both for levels of performance and value for money in the health care system.

It should be noted that these purposes may not be achieved simultaneously and, moreover, may be valued
differently by various regulators. The regulatory objectives are generally achieved through three forms of activity
by the regulator [12]. The regulator usually starts by providing a direction for health care organizations or
professionals. This is done by stating, or otherwise informing, the health care industry what quality requirements or
expectations have been set. These requirements are usually embodied by a set of standards, guidelines or targets.
Through surveillance, a regulator assesses the performance using the rules, standards etc. it wants to direct the
health care industry towards. This can be done through inspections, or by the collection of information about
indicators or other specified parameters, usually provided by the health care organisations themselves. Surveillance
can also be initiated as a response to complaints about poor performance of the health care organization or
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professional. If through observation it becomes clear that changes have to be brought about, the regulator results
to enforcement. Enforcement usually involves the trait of using statutory powers, but may also come from positive
enforcement; by rewarding organizations. It needs to be noted that not all regulators have the ability to employ
enforcement. This means that some regulators are more dependent on negotiation and support to bring about
change.
There are three main regulatory movements in regulating health care. These are defined as, institutional
regulation, professional regulation and market regulation (see figure 1)[12].

Figure 1 Three main regulatory interventions in health care. These interventions branch out into
more specific intervention types. The figure demonstrates the complexity and number of health care
interventions. Figure adapted from [12]

Institutional Regulation
Two different types of institutional regulation can be identified. Directive approaches communicate expected levels
of performance, thereby directing the field of health care. It involves setting targets, developing and setting
guidelines and standards. The setting of targets pushes health care organizations towards defined levels of
performance, which have to be realised within a certain time frame. In contrast, the setting of standards aims for a
minimal quality level that has to be attained. Guidelines, can also be developed and set which inform health care
organizations and professionals by which type of conduct they can improve the quality of care [12].
The other form of regulation is referred to as external oversight. It is a type of institutional regulation that focuses
mainly on surveillance and enforcement of quality. External oversight is generally performed by inspecting or
accrediting health care organizations or professionals. Accreditation is a form of organizational licensing in which
organizations are assessed against a set of standards or the use of guidelines. Inspection is performed by visitations
of a team of (usually health related) professionals who asses the performance of an organization.
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Professional Regulation
Professional regulation involves the controlling of health care professionals that practice in the health care system.
Quality control through this mechanism can be done, among other options, by certification and recertification,
credentialing and licensure and registration.
Certification is not very commonly used by European regulating authorities, but is more common in the United
States’ healthcare system. Certification provides health care professionals with the ability to demonstrate skills that
are beyond the scope of those required for regular licensing.
Credentialing depends largely on the employing organization i.e. hospitals, care-homes etc. It is an approach in
which health care professionals are credited for their professional qualifications usually in relation with notable
achievements.
Licensure and registration is used in many healthcare systems and depends mainly on professional self-regulation.
However, modern times see a shift from self-regulation to cooperation between the state and professional bodies.
In this instance, professionals need to be licensed by an organization before they are allowed to practice in the
health care system. Regulation through licensing can also include restricting or revoking professional licences after
misconduct.

Market Regulation
Regulation through market control looks to increase health care performance by an increase in competition or by
ensuring that all citizens have equal access to all types of health care. Increased competition is expected to increase
efficiency, innovation and consumer responsiveness; therefore patient choice is pivotal in a market oriented health
care system. The market situation does however not only require regulators to protect and inform the patient, but
also to protect health care organizations themselves from being unable to enter a fair competitive field. The market
can be regulated in three main fashions.
By managing competition, regulators can set up a level playing field to induce competition. This is done by
eliminating cartel formation or monopolies in the health care system. This way a regulator is able to establish a
situation in which individual health care organizations all have equal competitive positions, which is essential for
proper market formation.
In terms of market regulation, the public is also highly accountable for inducing and sustaining competition. In
order for them to make a proper choice of health care providers and services, the regulator should ensure that
information is available to the public for people to be able to take a well-considered decision. This includes the
publishing of reports from inspection or accreditation visits or publicly disclosing a rating of health care
organizations.
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When health care organizations have to engage in competition, profit becomes more essential and this may result
in health care costs spiralling out of control or patients receiving costly treatments that is not (necessarily)
required. Regulators therefore also need to make sure that the provided health care is sufficient and not
overpriced. Furthermore, some health care regulators have the task to make sure that the entire population has
equal access to quality of care. This is indicated as managing supply.

How to Measure Effectiveness?
As stated previously, regulators gather information about the health care field and analyze this. This is called the
input and throughput of the regulator. Input also indicates the amount of full-time equivalents and money put into
regulation. When necessary they resort to intervention. The resulting intervention is indicated as regulatory output.
The output aims to improve the quality of the health care system, but what exactly is health care quality?
Definitions of health care quality and quality of care are numerous. The first definition can be traced back to
Donabedian, who in 1980 stated that “Quality of care is the kind of care which is expected to maximise an inclusive
measure of patient welfare, after one has taken account of the balance of expected gains and losses that attend
the process of care in all its parts” [13]. Donabedian also stated that quality of care can be assessed in three
different measures namely; structures, processes and outcomes [14]. Structure can be defined as the material and
human resources of health care organizations. Process is the actual giving of care itself, but also has to do with the
patient’s activities looking for this care. The last measure is outcome, defined as the various health states that
people experience [15].
Since health care regulators do not deliver care themselves, they have no direct control of the outcome. Instead
regulators (try to) change or influence the processes and structures in the health care industry expected to result in
better patient outcomes. This is also defined as the impact of regulation [5]. The course of the output of the
regulator altering processes and structures in the health care system and resulting in outcome or impact in society
is displayed in the effect chain (figure 2).
The effectiveness of regulators can both be measured in terms of changes in process and structures that are
(known to be) favourable to outcome, and changes in outcome in general [15]. Furthermore effectiveness studies
can also concentrate primarily on internal processes of the regulator, striving to make the organization more
efficient and effective. In terms of effectiveness studies, it needs to be noted that the further the effect
measurement moves from the output of the regulator, the more difficult the proof of causality between monitored
results and the output is [5].
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Figure 2 Theoretical model depicting how regulators influence the health care system (black dashed arrows) and
how they can measure effects (red arrows). Figure adapted from [5]

Because of the various regulations that the health care systems contain, it may not come as a surprise that changes
in the health care system can seldom, if at all, be contributed to a single form of regulation. Furthermore, the
numerous forms of regulation means there are usually many regulators in the same field, each with an individual
approach to regulation, meaning that changes are also difficult to trace back to a single regulator. Consequently,
regulators face a challenge when they evaluate the impact of regulation, meaning that impact studies quickly suffer
from becoming associative rather than causal [12].
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Research Questions
Main Research Question
This study aims to get a first look at how European health care regulators study the effectiveness of supervision.
Information about what type of studies are undertaken and how the acquired results are used to make regulation
more effective will be obtained. In short the main research question is:
What studies have European health care regulators undertaken in relation to the effectiveness of health care
regulation and how have they used the obtained results to improve their effectiveness?

Relevant Study Questions
In order to obtain the information required to answer the main research question, a subset of study questions are
postulated.

•

How does the organization take effectiveness of regulation into account and what problems are
encountered during this process?

•

What does the regulator hope to achieve, or has achieved already with these efforts?

•

Which type of effects are studied by the organization and are these relatable to the model of the effect
chain mentioned in the theoretical framework (figure 2)?

•

Does the mode of regulation have an influence on the type of effectiveness studied by a regulator?
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Methodology
The primary aim of this research is to describe how regulators study the effectiveness of health care regulation and
how they use the obtained results to become more effective. This research aims to provide information that could
serve as learning material for other regulators both in health care and other fields. Furthermore, it provides a
starting point for future research projects: e.g. a best practise comparison. This research does not aim to test
existing theories on the regulation of health care, nor does it intend to establish one.

Type of Research
This research is mainly descriptive. In descriptive research, theories and hypothesis are not tested nor are they
postulated. The aim is instead to provide a detailed description of a situation [16]. To collect information on this
subject a qualitative approach will be used. Qualitative research is typically employed when one is interested in
gathering information that will lead to a further insight into a subject, instead of counting or classifying research
objects [17]. Furthermore, a qualitative approach is best used when the problem at hand is complex in nature, and
presents a new topic of research [18]. The approach can additionally be useful when new insights into the topic are
required because it allows a shift of focus gained by new insights during data collection [18]. As previously
mentioned, an inventory of how different health care regulators gain an insight in the effectiveness of supervision
has not been a matter of research up to date. It can therefore be expected that new insights will be obtained due
to the previous lack of information, hence the requirement of a qualitative approach

Case Selection
In order to make the scope of this inventory as broad as possible, we opted for the selection of a large group of
regulators from various European countries. The regulatory organization had to be approachable for research,
meaning that the respondent should be able to speak and write the English language. We opted to include 12
respondents from 12 different European regulators. These regulators present a mix of various health care systems
in terms of funding, responsibilities, health services regulated etc. To obtain a group of regulators which fit these
criteria, it was opted to use regulators for this study that are members of EPSO. EPSO, or European Platform of
Supervisory Organizations, was set up in 1996 as a joint effort by the Dutch Health Care Inspectorate and the
Norwegian Board of Health Supervision. Its aim is to set up a low profile and easy accessible network of supervisory
organizations in the E.U. EPSO has the goal to share information between its members on various themes
concerning regulation. Therefore it is expected that EPSO members are easily approachable in relation to this
research because their membership indicates that they have an interest in knowledge-sharing on an international
basis and that they are willing to expand their knowledge. Furthermore, their contact information can be obtained
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through EPSO saving valuable time otherwise lost in search of respondents. Ultimately 11 different regulators were
willing to participle in this research. The final list of respondents is:
1.

Care Quality Commission (CQC) – England

2.

Danish National Board of Health – Denmark

3.

Haute Autorité de Santé (HAS) – France

4.

Health Information and Quality Authority (HIQA) – Ireland

5.

Healthcare Inspectorate (IGZ) – the Netherlands

6.

Inspectorate on Welfare, Health and Family – Belgium

7.

National Board of Health and Welfare (Socialstyrelsen) – Sweden

8.

National Supervisory Authority for Welfare and Health (Valvira) – Finland

9.

NHS Quality Improvement Scotland (QIS) – Scotland

10. Norwegian Board of Health Supervision – Norway
11. Regulation and Quality Improvement Authority (RQIA) – Northern-Ireland

Information Collection
Internet
The websites of most regulators were used to verify information about views, goals and working methods of used
to regulate the health care system. This information was used to validate information on working methods
acquired through the questionnaire and interview. The EPSO website (www.epsonet.eu) also provides information
on the use of regulatory interventions, and other information about the organization, which also provided a tool to
validate and compliment previously acquired information.
Questionnaire
To obtain preliminary information about how the regulators view the effectiveness of their efforts a questionnaire
was sent out. The questionnaire was constructed in similar lines with the main research questions. Experts 1 verified
the survey and their input was used to improve the questions. A supplementary letter was included with the
questionnaire to give the respondents some background information into the subject. This letter and the
questionnaire are included as appendix I. The information obtained by the questionnaire was analysed and used to

1

Experts consulted were P.B.M Robben head knowledge centre Dutch Health Care Inspectorate, EPSO Board member and research contractor,

F.A.G. Hout methodologist and researcher in the evaluation of supervision program and S.A.M. Menting analyst at the Dutch Health Care
Inspectorate
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construct a list of questions to guide a telephonic interview. The analysis was carried out according to a list of
points that was postulated in advance. These points were identified as points that had to be covered either in the
questionnaire or in the telephonic interview to get a complete picture of each regulator. This list was checked and
adapted according to feedback from experts1. These points included information on the organization (size, age), the
way the organization regulates (types of regulation, scope of regulation, use of compulsory matters like fines and
closing organizations), how the organization is studying effectiveness (type of study, achieved goals, problems
during effectiveness studies etc.) and how results from these studies are used. More information on this can be
found in appendix II.
Telephonic Interview
After the questionnaire, data was analysed and an interview was conducted. This interview had a semi-structured
character. This structure was chosen to warrant that all elements deemed important would be discussed during the
interview, but that extra clarification could be obtained through additional questions. Due to geographical
restrictions, interviews had to be covered by telephone rather than face-to-face. The researcher is aware of the
possible problems that arise from telephonic interviews [19]. The interviews were recorded, after asking the
respondent for his or her concession. In total 12 respondents were interviewed from the 11 participating
regulators. The respondents’ names and functions are denoted in appendix III. Duration of the interview was on
average 45 minutes, but ranged from 15 – 80 minutes. Two interviews, however, were executed face-to-face
because of presented opportunities to do so. These were with the Dutch Healthcare inspectorate (the
Netherlands), as the researcher conducted this research at their headquarters and with the Health Information and
Quality Authority (Ireland), during the EPSO conference in May 2009. After each interview, a transcript was made
which was sent back to the respondent for verification and to give the respondent the possibility to supply
additional information. This approach should increase validity of the information [19]. In total six respondents
verified their interview.
EPSO Conference
On the 14th and 15th of May 2009, the 7th EPSO conference was held in Cork, Ireland. During this conference
preliminary results from this research were presented. The discussion which followed also provided additional
information, in the sense that it shaped the scope and direction of the research. Additionally conversations with
present delegates also fed into the thought process. Therefore the conference is also included in this methods
section.

17

Data Processing
Case Studies
After a verified transcript of the telephonic interview was sent back by the respondent, several information sources
were combined to construct a section on that particular regulator. To increase the validity of the information,
questionnaire data, interview data, and specific internet data, where possible, were combined. The section on each
regulator was constructed by using a pre-set framework which was constructed in accordance with experts 1. The
framework is included in appendix IV. To increase the validity and reliability of the case studies, the completed
section was also sent back to the respondent with whom the interview was conducted. This gave each of them the
chance to comment on the information and make additions when necessary. In total nine respondents reacted to
the sent in section.
General Findings
After the individual sections, some general sections discussing themes which were picked up during the research
are constructed. These themes are in relation to the relevant research questions which could not be answered in
the individual case studies. The sections are based on analysis of the interviews and the questionnaires.
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Case studies
In this section each healthcare regulator will be covered individually. There is a brief description on context; which
other (important) health care regulators play a role in the health care field in relation to this particular regulator
and how is the health care system funded. Some short demographic information about the country the regulator
operates in is given to provide some information about the health care systems required capacity. This context
section is followed by a section called input, throughput and output. It describes how many people are employed
by the organization, how it is funded and it’s relation to the government. It also provides information on the tools
used to regulate the health care field. Following, there is a section on effectiveness which discusses the
effectiveness studies undertaken by this regulator. Finally, there is a short individual conclusion on the efforts of
the regulator. Additionally, the schematic overview of regulatory interventions discussed in the theoretic
framework is filled in for each regulator, based on information from the questionnaire and the interview. The
approaches used are highlighted (red) and provide a quick and crude overview of the activities employed. Both the
conclusion and the classification of the regulatory interventions were based on the interpretation by the
researcher.

Care Quality Commission (England)
Context
The Care Quality Commission is a regulator of health care in England. England is a country with 50,431,700
inhabitants, and a population density of 383 people per square kilometre.
England has a national health care system or NHS. The system is funded through taxation, paid by each citizen.
Therefore health care is free for the entire population. Additional funding is also acquired through national
insurance contributions paid by employers and employees. Besides the NHS, people have the ability to opt for a
private insurance fund which has to be paid at own expenses.
The department of Health is accountable for running and improving the health and social care system. The
department also sets standards for health care. Health care organizations are divided into NHS trusts which are
responsible for the provision of health care. Under the department of Health there are several organizations which
perform executive functions for the department. The main regulator is the Care Quality Commission, other
important players are the Audit Commission and Monitor. The Audit Commission is an independent organization
which audits NHS trusts and publishes reports to highlight risks and good practise [7]. Monitor is responsible for
regulating NHS foundation trusts, which are trusts with a high degree of autonomy rewarded by the government.
Monitor ensures that these trusts are well managed, legally set up and run and have their finances in good order
[7].
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Input, Throughput and Output
The Care Quality Commission was established in April 2009, as a merger of the Healthcare Commission, the
Commission for Social Care Inspection and the Mental Health Act Commission. As a result of the recent
establishment, many regulatory mechanisms used by the Care Quality Commission were still under development
and debate at the time of writing this report. The Care Quality Commission currently employs between 2000 and
2500 full time equivalents. The organization is fully funded by the government, however, concerning most of the
work the organization is independent although in relation to some pieces of work authorisation from government is
required. The organization is divided in 9 regional offices and one central office. The Care Quality Commission
regulates all of health care and social care for adults, furthermore regulation is only in terms of organizations and
not at individual practitioner level. The main function of the Care Quality Commission will be to register all health
and adult social care organisations. This is a form of accreditation, where these organizations will have to meet a
set of standards before they are allowed to provide their services. The set standards are provided by the
government and therefore not developed by the Care Quality Commission. The registration process will be a
continuous process but how often organizations will be re-assessed is not clear yet. Registration will start with the
provision of information from the organization, which will have to declare that they are compliant with the
standards. Information about the assessed organization is also acquired from other regulators in England and from
the information centre of health and social care where all NHS trusts have to regularly submit relevant information.
This information centre will gradually be expanded to include all health and social care organizations. Whether or
not there will be an on-site visit during registration is unclear at the moment. The registration process will result in
a report which provides the concerning health or social care organization with recommendations or requirements
for improvement. Together with the concerning organization the Care Quality Commission will than come up with
an action plan, and monitor whether this plan is working or not.
Besides registration the Care Quality Commission will also initiate, or be asked to initiate by the government,
thematic reviews. These reviews will focus on particular topics throughout health care. In this case organizations
are assessed on pre-existing guidelines or standards which are developed by other regulators or governments. The
reviews will result in a general report that is published into the public domain, and also an individual rating for each
health care organization relating to that particular topic. How the rating system will operate was unclear at the
time of writing.
Lastly, the Care Quality Commission will have an investigative remit into serious system failures. Investigations will
be initiated after media attention, requests from government or after consultation with other regulators. The
process will first require a particular organization to provide all information requested by the Care Quality
Commission. From this information a hypothesis is postulated which is verified with an on-site inspection. The end
result is a report which is published and the formation of an action plan with that particular organization to prevent
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future complications. The Care Quality Commission also has the ability to fine organizations, impose limitations on
their registrations e.g. no treatments of people under the age of 18 or suspend registration temporarily or
permanently.

Figure 3 Representation of regulatory interventions employed by the Care Quality Commission

Effectiveness
Although the Care Quality Commission was established to recently to have done any effectiveness related studies,
as most work still concentrates on how regulation is going to happen, one of the previous organizations called the
Health Care Commission, did some effectiveness related studies. These studies were evaluation studies, either
related to how NHS trusts perceived a part of methodology used by the Health Care Commission, or on changes
health care organizations made in response to activities of the health care commission and impact of these
changes. These studies combined qualitative data from interviews and focus groups with quantitative data from
questionnaires. Depending on what was evaluated different groups of people were involved. In relation the
perception of a certain process of the Health Care Commission by NHS trusts, only personnel from NHS trusts was
interviewed and asked to fill in a survey. On the other hand evaluations in relation to changes in health care
organizations and impact, the group of people that was interviewed or asked to fill in a questionnaire in focus
groups included Health Care Commission staff, staff from the health care organizations at all levels and patients.
These studies were mostly commissioned to external research organization although some were performed by the
Health Care Commission itself. It is likely that the Care Quality Commission will adopt a similar approach to
effectiveness studies.
Besides the plans for evaluative studies the Care Quality commission has also set up two advisory groups which
constantly give feedback on the methods used. At least one of these groups is made up of representatives from the
regulated organizations. Besides this the Care Quality Commission has consultations which are open for everyone
who has an interest. These consultations are on all big parts of work done by the regulator for example how they
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are planning to do registration or how they plan to use enforcement powers. These approaches work towards a
more cooperative approach with the health care industry.
Lastly, the Care Quality Commission has a methods directorate which ensures that methods are implemented
consistently across the board so that methodology is the same across the entire country. This assures robustness in
the output of the regulator.
Conclusion
The Care Quality Commission has a good idea of how they will evaluate the effectiveness of their regulation.
Evaluative studies like the ones undertaken by the Health Care Commission, can give good information on how to
direct output based on input for the regulated sector. This also comes back in the consultations and advisory
groups which have been set up. Furthermore these undertakings will give some insight in what process changes
have been made in the health care organizations as a result of regulation. With regards to impact, it needs to be
noted that the qualitative approach used only provides information on whether health care professionals think that
the Care Quality Commission has made an impact. When this information is complemented with quantitative data
a much more robust image of actual impact will emerge.
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The Danish National Board of Health (Denmark)
Context
The Danish National Board of Health (Sundhedsstyrelsen) is a Danish health care supervisor. Denmark is a country
with 5,475,791 inhabitants, and a population density of 129 people per square kilometre.
Health care delivery is largely decentralized and the responsibility of authorities in the regions. However, the
Ministry of Health still plays a substantial role in regulating health care. Health care in Denmark is paid through
taxes and subsequently free for all registered citizens.
The Ministry of Health, the National Board of Health, the Danish Regions and professional organizations are the
parties responsible for several initiatives to improve health care quality in Denmark. Health care quality projects
include: the Danish National Indicator Project, the Good Medical Department, Nationwide Patient Satisfaction
Surveys and National Clinical Guidelines Project on hospital care. In 2003 a system of indicators to assess health
care quality was implemented in 2004 under the National Strategy for Quality Improvement and the Danish Health
Care Quality Assessment Program. This program resulted in the creation of the Institute for Quality and
Accreditation in Health Care (IKAS). IKAS has since than developed several standards and indicators which will be
implemented in 2008 and used in a system for accreditation as of 2009. [13]
Input, Throughput and Output
The Danish National Board of Health was founded in 1909 and today employs 350 people. The organization consists
of one central office and five regional offices. Supervision in Denmark is largely re-active and based on guidelines
for professional conduct and legislation. Therefore regulation is focused on individual practitioners rather than on
organizations with the exceptions of nursery homes and cosmetic clinics, which are discussed later. Guidelines are
developed by the Danish National Board of Health and some of these are binding for health care professionals. The
guidelines come into development through collaboration with regional authorities and professional groups.
Information on whether these guidelines are followed is not verified in a pro-active manner but rather through
patient complaints, the press, the media or similar sources of information. The patient complaints are directed to
the Complaint Council which sanctions health care professionals by criticizing their conduct. The information and
decisions made on complaints are forwarded to the Danish National Board of Health where they are used to direct
supervision and make estimations on general patient safety issues. Additionally, hospitals are required to report
adverse events to the regions which are obliged to respond to the situation. The information on the adverse events
is anonymously forwarded to the National Board of Health, where it is used to develop guidelines and make reports
on the health care system. The Danish National Board of Health has the possibility to temporarily revoke
professional license or permanently revoke part of a license. Furthermore, when needed, limitations can be
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imposed on a license. There are however no compulsory matters in relation to health care organization, which is in
line with regulation that is mainly focused on health care professionals.
In relation to nursery homes and cosmetic clinics there is a different approach as supervision in these cases is based
on on-site visitations by inspectors. These visits are performed by public health officers in the regional offices. All
nursery homes and cosmetic clinics are visited every year and inspected on guideline implementation, this results
into a report that can be used by the Danish National Board of Health to advice nursery homes and cosmetic clinics
on changes.
A new system of supervision that has only recently been put into place looks to make supervision more pro-active.
As mentioned earlier, hospitals have the obligation to report about adverse events which has resulted in a large
build up of data. The Danish National Board of Health uses the data to identify key areas of improvement.

Figure 4 Representation of regulatory interventions employed by the Danish National Board of Health

Effectiveness
How effective the activities of the Danish National Board of Health are has not been a matter of research. There are
as of yet no resources available to look into the effectiveness of the supervision in Denmark. There are also no
future plans concerning this. Through the yearly reports on nursery homes and cosmetic clinics there is an
indication that these organizations have improved over the years, in terms of how they follow the guidelines.
Although the primary reason for these reports is not to look into the effectiveness of supervision, it does provide
the possibility to see whether or not changes are occurring in these organizations on a year to year basis. In terms
of internal effectiveness studies that improve and make the output more effective, there are no efforts.
Conclusion
The Danish National Board of Health does not take effectiveness of its work into account today. In relation to
nursery homes and cosmetic clinics there is some indication that the inspection visits are working. However the
primary aim of these re-visitations is not to see whether or not previous work has been effective. Furthermore,
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these type of effectiveness studies provide little input to improve the regulatory process. Through the interview it
seemed clear that the organization has no time and resources available to do any effects related research. It could
also be that the way of regulation, which is largely reactive, makes it more difficult to perform these kind of studies.
However, the Danish National Board of Health is working towards a more proactive form of supervision and
effectiveness might be something that will be more considered in the future. Furthermore the movement from
reactive to a more proactive form of supervision indicates that effectiveness is something that is considered by this
organization as reactive regulation is generally less effective than proactive [8].
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Haute Autorité de Santé (France)
The Haute Autorité de Santé is a regulator of the French health care system. France is a country with 65,100,000
inhabitants, and a population density of 110 people per square kilometre.
The health care system in France is mainly funded through tax revenues and contributions from employers and
employees. Therefore all residents benefit public health insurance, without the possibility to opt for any other
insurer. The French can however purchase additional private insurance which pays additional fees.
In France the Ministry of Health is the primary health care regulator. The ministry is decentralised among 22
Direction Régionale des Affaires Sanitaires et Sociales d’Ile-de-France (DRASS) corresponding to the 22 French
administrative regions. These regions have the responsibility over regional health care and evaluate its functioning
through inspections of health care organizations, laboratories and pharmaceuticals. The Haute Autorité de Santé
has an overall responsibility for the promotion of quality and safety of care in the French health system. This is
done through the development of standards and guidelines and by performing mandatory accreditation of health
care organizations against these standards. Lastly health care professionals are regulated by the Conseil National de
l’Ordre des Médecins which is a non-governmental organization [7, 13].
Input, Throughput and Output
The Haute Autorité de Santé was established in 2005 as an independent public authority. It does, however, receive
part of its annual budget from the Ministry of Health. Currently, the staff is composed of 400 full time equivalents.
Regulation by the Haute Autorité de Santé is only in terms of health care organizations, not in terms of social care
and individual health care practitioners. Standards and guidelines are developed on a scientific basis and involve all
stake holders e.g. health care professionals and patients as well as the academic world to provide an evidence base.
Health care organizations are accredited against these standards once every four years. The accreditation process is
very participative and will start with a self-assessment period of the organization by hospital staff. This takes
anywhere from six months to a year during which the organization fills in surveys and reports about certain
indicators to the Haute Autorité de Santé. These indicators are developed in a national context and are not only
used by the Haute Autorité de Santé but, for example, also by health care organizations to compare performance
or by other health care regulators in France. Health care organizations are required to report about these indicators
on a yearly basis to the Haute Autorité de Santé. After the period of self-assessment an on-site visit is performed.
These on-site surveys, which last between three days to three weeks, depending on the size of the organization, are
performed by a multidisciplinary team of professionals in active practice who asses the organization against the
standards and the implementation of guidelines. All this information is compiled into a report, which is read by a
commission, which is made up of health care professionals and patient representatives. The commission makes a
final judgment based on the report, which is published into the public domain. The organization is also given marks
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on individual areas to give an indication of how it compares to others. This leads to a decision to accredit the
organization, accredit with major or minor reservations or a decision for non-accreditation. Besides this decision
the Haute Autorité de Santé also offers advice to organizations on how to improve quality. Decisions made by the
HAS are sentinel events for the regional regulators (DRASS) which will respond to accreditations with reservations
and non accreditations concerning organizations within their region. The Haute Autorité de Santé itself does not
have the ability to use compulsory measures in relation to health care organizations, neither are they entitled to
close poor performing ones. In reaction to their reports the DRASS can however undertake such actions.
Furthermore organizations which were not fully accredited will have a targeted visit by the Haute Autorité de Santé
during a period of one to two years after the initial accreditation rapport to verify that improvements have been
made within that organization.
Besides the accreditation process the Haute Autorité de Santé is also very keen that hospitals can demonstrate that
they listen to patient complaints and comments at the board level. To aid in this process the organization has
developed a standardized satisfaction form for patients that is currently being tested.

Figure 5 Representation of regulatory interventions employed by the Haute Autorité de Santé

Effectiveness
Concerning the effects obtained through the accreditation, the HAS is doing research on perception and the
process and structure changes obtained in health care organizations. This research is at an early stage, and
combines a qualitative approach by interviewing health care professionals with a quantitative approach through
the use of surveys in various health care organizations. Topics dealt with during these interviews are on whether
professionals take recommendations made by the Haute Autorité de Santé into account, on what they think about
the processes used during the accreditation process, whether they worked together better after accreditation and
if they thought these changes were due to the accreditation process. Furthermore, the Haute Autorité de Santé
follows and compares the scores obtained by organizations on their first accreditation cycle with those of the
second accreditation cycle. The difficulty with this is that it gives an indication of how organizations have improved
but to what extend this can be attributed to the Haute Autorité de Santé is difficult to establish.
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Besides these studies the Haute Autorité de Santé itself is also accredited on an organizational level and on its
standards by the International Accreditation Program (IAP) of the International Society for Quality in Health Care.
This process is comparable to an external peer-review. In addition the programs developed by the Haute Autorité
de Santé are open to assessment by all health care professionals through a web based platform. Patients, or patient
representatives, are also involved during all processes of accreditation, like standard development, health care
organization assessment and making the final decision on accreditation.
Conclusion
The Haute Autorité de Santé is very involved in cooperating with the health care field to try and increase their
effectives. By involving different players in the health care field in their processes the organization hopes to
increase its effectiveness. Through the perception research done by interviews and surveys the organization will
have a better idea of what works and what does not and whether suggested changes are actually implemented.
The combination of this qualitative research with the comparing of scores achieved by health care organizations
will show how they are improving their quality and could give some suggestion to what extend this can be
attributed to the Haute Autorité de Santé. However because no outcome data is included in these researches it will
be difficult to establish whether or not the changes have the desired impact. This is partly overcome by involving all
kinds of professionals during standards development to establish a good evidence base.
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Health Information and Quality Authority (Ireland)
Context
The Health Information and Quality Authority (HIQA) is the supervisory organization for health and social care in
the Republic of Ireland. The Republic of Ireland is a country with 4,147,901 inhabitants, and a population density of
59 people per square kilometre.
Public health care in Ireland is available to all citizens and is financed by the government through taxation. Some
citizens are entitled a medical card which allows them to receive free care depending on personal income levels.
People with a higher income are required to pay a fixed fee for health care received.
As of 2005, provision of health care in the republic of Ireland has been managed by the Health Service Executive
(HSE) which was established under the Health Act of 2004. Prior to 2005 health care was provided by eleven
regional health boards but several reports in the 1990s recommended major health care reforms. Along with the
establishment of the HSE it was decided that supervision of quality and safety of the care provided by the HSE
should be monitored by a single supervisory organization. This led to the establishment of the Health Information
and Quality Authority (HIQA) which started on provisional basis in March 2005. In May 2007 the Health Information
and Quality Authority was fully established as an independent organization under legislation which was enacted in
April of that same year [13].
Input, Throughput and Output
The recent establishment of the Health Information and Quality Authority means that the size of the organization in
terms of employment is still expanding with approximately 180 people employed in June 2009.
Under the new legislation the Health Information and Quality Authority is required to develop standards for quality
and safety in health care. These standards apply to all health care organizations. The Health Information and
Quality Authority will monitor compliance against these standards using different assessment methodologies. Some
of these methodologies have been tested during different reviews which have already been carried out by the
organization. Future plans also include some form of risk assessment to direct reviews to organizations or parts of
the health care system that require more attention. However, some reviews will still be at random. These risk
assessments are based on complaints, concerns and requests from the Minister of Health and Children. The Health
Information and Quality Authority will be regulating health care organizations rather than individual practitioners,
which is the role of professional regulators. As mentioned previously, there have been some reviews in relation to
hygiene arrangements based on existing national hygiene standards. These reviews started with the collection of
information provided by the hospital relating to the standards. The next step in the process was to review the data
submitted, followed by on-site inspections and interviews with health care staff and patients. The gathered
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information was compiled into a report and recommendations and risk notices were sent to hospitals when
necessary. The findings of these reviews were also made public.
Currently the Health Information and Quality Authority has limited enforcement powers over health care
organizations. However, it is expected that new legislation which is under development will strengthen and
enhance these enforcement powers. This new legislation is likely to include fines and could even include the
possibility to close down poorly functioning organizations. The Health Information and Quality Authority will also
look at developing a set of core standards for all health care organizations which will form the framework for a
mandatory licensing system.

Figure 6 Representation of regulatory interventions employed by the Health Information and Quality Authority

Effectiveness
As the Health Information and Quality Authority has only been recently established the majority of its work has
been focused on setting up its processes, tools etc. Therefore, effectiveness studies in relation to changes in health
care organizations and impact are limited. Internally, the Health Information and Quality Authority has set up
quality assurance processes. These processes aim to get a consistent approach in the methods used and puts them
through stages of challenge within the organization. There is also a form of standardised training for inspection
personnel.
In relation to the hygiene reviews the Health Information and Quality Authority has carried out in acute hospitals,
the consistency of approach in terms of methodologies used and the frequency of the reviews (every year), allows
for a comparison year on year. This comparison has provided information on whether the used methodology has
been effective in terms of alterations in processes and structure within the reviewed organizations. Future plans
concerning effectiveness, are to measure the impact of the Health Information and Quality Authority’s activities
after the launch of the core standards for licensing. However, no clear ideas exist on how to set about doing this.
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Conclusion
The Health Information and Quality Authority is a very young organization, and the first supervisor for healthcare in
Ireland. At the moment most of their efforts are directed at the setting up of their supervisory methods and tools.
There is however significant attention on the matter to what extent supervisory activities are effective. The internal
process of quality assurance should make output more effective. The systematic approach to reviews provides
information about the effects activities have in terms of changes in reviewed health care organizations. However,
the primary set-up of these reviews was not an effectiveness study, so the usability to the organization is
questionable. This is further strengthened by the fact that no clear idea of how the results from this study were
used by the organization could be given in the interview. The prospect of measuring the impact of supervision is
exciting but since no concrete ideas on how to approach this exist future development will be interesting to follow.
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Health Care Inspectorate (the Netherlands)
The Health Care Inspectorate (Inspectie voor de Gezondheidszorg; IGZ) is a health care regulator in the
Netherlands. The Netherlands is a country with 16,491,852 inhabitants, and a population density of 395 people per
square kilometre. Health care in the Netherlands is funded through health insurance companies. Health insurance
is mandatory for all Dutch citizens above the age of 18. Citizens have the right to choose their own insurance
company, which must accept all clients regardless of age, gender or health risk. Competition between insurance
companies over quality, insurance fees and policy type is expected to contribute to a rise in general health care
quality. Therefore primary responsibility for health care lies with the market. The Dutch government does,
however, still play an important role in directing and monitoring health care quality. The Dutch ministry of Welfare,
Public Health and Sport (VWS) implements legislations of the government. The Healthcare Inspectorate (IGZ) which
is part of the ministry, ensures that regulations are adhered to by health care providers. The Dutch Healthcare
Authority (NZa) regulates and manages the health care markets. Besides the governmental organizations there are
several non-governmental organizations like the HKZ or Harmonization of quality review in health care and welfare
that monitor and help to implement quality system in health and welfare institutions and the NIAZ which accredits
hospitals [13]
Input, Throughput and Output
The Health Care Inspectorate was founded in 1995 after a merger of the Medical Inspectorate of Health, the
Medical Inspectorate of Mental Health and the Inspectorate of Drugs. The organization currently employs 382 full
time equivalents and is fully funded by the government through the ministry of Welfare, Public Health and Sport.
The Health Care Inspectorate is however an independent organization in its operations. The organization has one
central office and four regional offices. Regulation encompasses all health care, whilst social care is regulated by
other organizations. Concerning health care regulation, the scope is both on individual practitioners and health care
organizations. The Health Care Inspectorate adopts three instruments to collect information about the health care
field; these are called GT (risk-based supervision), TT (thematic supervision) and IT (incident-based supervision).
Risk-based supervision makes use of indicators which health care organizations are obliged to report on. The
development of indicators is in cooperation with insurance companies, patient representatives, hospitals and
professional groups. It needs to be noted that indicators are not especially developed for the Health Care
Inspectorate but are also used by other parties e.g. by insurance companies and hospitals themselves. The
indicators provide the Health Care Inspectorate with information about which organizations present a risk, or they
allow for specific topics of concern which are discussed in the yearly visits to hospitals.
Thematic supervision is supervision in relation to a certain aspect of health care. These aspects are selected
because indications of a general problem across health care exists, for example through media attention or

32

indications from the risk-based supervision. For thematic supervision projects a selection of organizations which are
involved with the aspect that is dealt with in that particular project is made. These organizations are usually
inspected against guidelines and standards which have been developed by other organizations. Each inspection
results in an individual report with recommendations and requirements for improvement in relation to the
individual organization. A thematic supervision project also results in a general report with recommendations to
the entire health care sector.
Incident-based supervision targets events that occur in health care and require additional investigation. In these
cases health care organizations are supervised because of notifications by the public that indicate a systematic
problem, media attention, or incidents in health care organizations which are obliged to report about these to the
Health Care Inspectorate. In response the Health Care Inspectorate will initiate an in-depth investigation to prevent
future incidents to take place, investigations can both relate to organizations or individual practitioners. These
investigations also result in a report. All reports are published into the public domain and offer advice to
organizations or individuals, make recommendations or requirements. In relation to organizations the Health Care
Inspectorate can resort to administrative sanctions and initiate penal measures. In relation to individuals there the
regulators collaborates with the disciplinary court, to revoke or restrict licences.

Figure 7 Representation of regulatory interventions employed by the Health Care Inspectorate

Effectiveness
Effectiveness has become an important part of regulatory work for the Health Care Inspectorate. In response it has
issued many evaluative researches, all part of the “evaluation of supervision” program, concerning many of it
processes. This is done by the knowledge centre (Kenniscentrum) a division within the Health Care Inspectorate.
Furthermore the organization is striving to bring a more academic approach in its methodology by working in
cooperation with universities during evaluation studies. However looking into the effects obtained in the health
care sector is a rather new subject for the organization. In relation to this the Health Care Inspectorate has issued a
study looking at whether it could measure the impact of regulation. This was done in a quantitative fashion, looking
at data on certain health parameters like the number of bedsores, suicide numbers and medication errors and the
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evolution of these parameters over time. The evolution was equated to the installation of supervision measures
regarding that specific parameter e.g. an indicator concerning bedsores. The result of this study showed that
although it was possible to show there was a decline is these parameters that could be associated with measures
by the Health Care Inspectorate it is very difficult to be certain to which extend these declines can be contributed
to the regulator alone.
Another study the Health Care Inspectorate is currently undertaking is about the effectiveness of thematic
supervision. In this case six different thematic reports are compared in the way they were executed and this is
brought in relation to the amount of changes health care organizations made in response to them. A qualitative
approach through interviews is taken to find out which changes organizations made. Through this approach the
Health Care Inspectorate hopes to identify which parts work in thematic supervision and which do not.
Conclusion
The Health Care Inspectorate is very much concerned with the effectiveness of its work. Many evaluations have
been undertaken by the organization. Furthermore, during the interview it was clear that, most of these
evaluations have all resulted in noticeable changes within working processes. Through this approach the Health
Care Inspectorate is continuously improving the tools used. Concerning looking into the effects obtained within the
health care sector or health status of the population the organization is making the first steps. The establishment of
the evaluation program indicates that the organization is taking a serious approach to evaluating and improving its
effectiveness.
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Inspectorate on Welfare, Health and Family (Belgium)
Context
The Inspectorate on Welfare, Health and Family (Agentschap Inspectie Welzijn, Volksgezondheid en Gezin) is a
supervisory organization based in Flanders, Belgium. Belgium is a country with 10.666.866 inhabitants, and a
population density of 342 people per square kilometre. In Belgium people pay a mandatory health care premium
for a health care fund that is deducted from salary. There are several health care funds to be selected, and they will
fulfil, on average, 75 percent of all health care expenses. Regulating health care quality in Flanders is divided
between three key players; The Inspectorate on Welfare, Health and Family, the Agency for Care and Health and
the Belgian federal state. The latter is involved in Nation wide aspects of health care and is more focused on the
individual practitioner level and pharmacology. There is no overlap in functions between the Belgian federal state
and the Inspectorate on Welfare, Health and Family. Therefore the Inspectorate on Welfare, Health and Family is
more focused on the organizational part of health care with the addition that this is only on Flanders based
organizations. The Agency for Care and Health is the organization that can resort to compulsory matters, based on
findings from the Inspectorate on Welfare, Health and Family. This results in a strict separation between
supervisory activities on one side and statutory measures on the other.
Input, Throughput and Output
The Inspectorate on Welfare, Health and Family consists of 112 employees and was established in 2006. The
establishment was the result of a merger from the former Inspectorates of Welfare Institutions, Hospitals, Day
Nurseries and Care for the Disabled. The inspectorate is a governmentally funded organization that is mostly
independent, although the minister of health directs the organization. The merger has resulted in varying methods
of supervision, but uniformity in methodology is a point for future development. Welfare institutions, like elderly
homes, are inspected against output indicators, which have to be met before a welfare institution is acknowledged.
These output indicators (erkenningsnormen) concern service quality, the professional level of staff and building
quality. Hospitals are audited by a team of health care professionals. The audit is preceded by an internal selfevaluation process and quality improvement actions. The audit team compiles an audit report which is used by the
Inspectorate on Welfare, Health and Family to formulate a list of advice and recommendations to the concerning
hospital. Hospitals are also required to report clinical indicators into a system of the Belgian federal state. Although
this does not fall under the authorization of the Inspectorate on Welfare, Health and Family the information from
this system is used to draw up reports which are used during audits. A similar audit system is also used for the care
for the disabled, with the exception that the clinical indicators are only hospital based. Lastly, nurseries are
inspected through a process of participating observation. Here, an inspector will go to the nursery and in a
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background setting, observe the general functioning. This observation results in a report that is established against
pre-set guidelines which have been developed by the inspectorate. It needs to be noted that since the Inspectorate
on Welfare, Health and Family has no statutory powers by itself, their output is focused on advice,
recommendations and more importantly report writing. These reports can than be used by the Agency for Care and
Health to resort to compulsory matters when necessary. The Inspectorate on Welfare, Health and Family is also
currently working on a system in which they can feed information from individual reports to construct general
reports for the entire Flanders region. These reports should indicate trends and systematic flaws in the health care
system.

Figure 8 Representation of regulatory interventions employed by the Inspectorate on Welfare, Health and Family

Effectiveness
The Inspectorate on Welfare, Health and Family has some efforts set up to study it’s effectiveness. In terms of the
output side the Inspectorate on Welfare, Health and Family has looked into making the work of the inspectors
more coherent. In this way reports are written in the same fashion and questions asked by inspectors in every
region are similar. This makes the output more robust and it is expected to increase efficiency and effectiveness.
The Inspectorate on Welfare, Health and Family also works in conjunction with an examination office which informs
health care organizations about their satisfaction with a performed inspection. This is done in the form of an
anonymous questionnaire and addresses points like attitude of the inspector, the inspection itself and the
inspection report. Once a year the examination office gathers all information and presents this to the Inspectorate
on Welfare, Health and Family.
A recent research project set up in collaboration with the KH Kempen University aims to take an academic
approach to the output indicators (erkenningsnormen) used to inspect elderly care. By doing so, the regulator
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wants to investigate whether health care organizations which perform poorly in terms of these output indicators
are actually lacking behind in quality compared to normal performing organizations.
Another interesting effort are the performance indicators from the hospital sector, which are similar to the clinical
indicators e.g. number of deaths within a twenty-day period after heart surgery. These indicators are monitored by
the Inspectorate on Welfare, Health and Family and reported about to the parliament by the Flemish government
once every five years. Changes in these indicators may provide some information about changes and current status
of the quality of the health care system (impact). However no systematic approach is as of yet available to link
changes to the actual activities of the inspectorate.
Conclusion
The Inspectorate on Welfare, Health and Family is a relatively young organization, only established in 2006. The
fusion of different inspectorate bodies has in this instance resulted in a wide variety of approaches. It is therefore
not surprising that effectiveness studies are in an early stage. The satisfaction survey provides the possibility to
alter output according to feedback from regulated organizations. This should make regulation more effective and
could result in better cooperation from the regulated field. The academic research provides a good tool to evaluate
the used indicators and provides assurance that low quality organizations are properly identified. Lastly the clinical
indicators provide an interesting opportunity to try and obtain a quantitative picture of impact from the regulator.
However, before this can be done a proper methodology to examine which changes can be contributed to
regulation should be postulated.
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National Board of Health and Welfare (Sweden)
Context
The National Board of Health and Welfare (Socialstyrelsen) is a health care regulator in Sweden. Sweden is a
country with 9,234,209 inhabitants, and a population density of 20 people per square kilometre.
Health care in Sweden is highly decentralized, providing health care is considered the responsibly of county councils
of which there are twenty in Sweden. Patients pay a fee for doctors appointments with a ceiling of SEK 900 (82
Euro) for health care consultations and SEK 1800 (199 Euro) for prescribed medication for a twelve month period,
staying in a hospital results in a charge of SEK 80 (7 Euro) per day.[23]
Health care supervision is, in contrast to health provision, legislated by the central government. The Ministry of
Health and Social Affairs promotes quality through laws and regulations. The National Board of Health and Welfare
is the main regulatory organization in Sweden. The second major regulator is the Swedish National Institute of
Public Health which involved in monitoring and coordinating the implementation of the national public health
policy. This is among others done by developing indicators in relation to national health and policy. The second
function is to exercise supervision in the fields of alcohol, tobacco and illicit drugs.[23]
Input, Throughput and Output

The National Board of Health and Welfare was founded in 1968 from a fusion of the Royal Medical Board and the
Royal Board of Social Affairs. It currently employs 642 full time equivalents which are divided over six regional
offices. In 2010 the organization will expand to include an additional 200 full time equivalents because of the added
supervision of social services in that year. The National Board of Health and Welfare is financed through the
Ministry of Health and Social Affairs which also controls the work of the board making the regulator not fully
independent. The scope of regulation is both on the level of individual health care professionals, which are licensed
by the organization, and at an organizational level. Furthermore, the regulation encompasses all types of health
care organizations. The National Board of Health and Welfare develops both standards and guidelines for health
care which aims to improve knowledge and professional conduct of health care organizations and professionals.
There is, however, no legal requirement for health care organizations to implement these. That is why the National
Board of Health and Welfare sells them to willing organizations. Regulation is generally performed in a re-active
fashion. It is based on adverse events which are fed into what is called the Lex Maria system. All health care
organizations are obligated to report adverse events to the regulator. Furthermore, investigations are often started
in response to complaints or questions from the government. In response to these indications the National Board
of Health and Welfare can either perform an uninformed inspection, an informed inspection or resort to document
checking. Inspections are performed against different information sources, standards and the implementation of
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guidelines are used as a tool for inspections but because there is no legal requirement to follow these organizations
are generally informed about their own quality system. These inspections result into a report which makes
recommendations and requirements for improvements to the individual organization. Inspections can also be
aimed at individual health care professionals. In case of serious misconduct their licence can be partly or
completely revoked after a decision from the disciplinary board which is not part of the National Board of Health
and Welfare. In relation to health care organizations fines can be issued or the possibility to close down an
organization completely also exists.
Besides the investigations in relation to mishaps the National Board of Health and Welfare can also perform
inspections or send out questionnaires to all health care organizations providing a similar health service. These
thematic reviews are started on own-initiative and based on adverse events and complaints pointing to a
systematic flaw throughout the health care system. These thematic reviews result in both individual reports and a
general report. The general report is presented to the Ministry of Health and Social Affairs.

Effectiveness

Figure 9 Representation of regulatory interventions employed by the National Board of Health and Welfare

The National Board of Health and Welfare is looking into the effectiveness of supervision and trying to increase
their effectiveness in several ways. The organization focuses both on internal processes and on structure and
process changes made in health care organizations as a response to regulation. The impact of regulation has not
been a matter of research yet. In relation to process and structure changes there are several actions the National
Board of Health and Welfare undertakes. However they are all constructed in a similar fashion which looks before
and looks after regulation and makes a comparison. One approach asks the organization or health care professional
to report on changes that were made as a consequence of regulation. Another method is a repeat inspection after
a period of approximately two years and see, rather than ask, what changes have been made. The National Board
of Health and Welfare sometimes inquires someone to make a similar investigation to find out what changes were
made in health care organizations as a response to regulation.

39

Besides the studies that focus on process and structure change in health care organizations, the National Board of
Health and Welfare also looked at perception of their output. In this study health care professionals were
interviewed and asked whether they thought supervision was constructed in a good way and which criticisms they
had on it. Besides that the organization employs a quality system to make sure that their output is robust. In this
system guidelines for how certain processes should be handled are described, for example how complaints should
be treated. In relation to this system someone looks at all processes performed during a certain period and
whether they were performed according to these guidelines.
Conclusion
The National Board of Health and Welfare has made effectiveness an important concept of their regulatory work.
Through the evaluation of process and structure changes in health care organizations they can identify that
changes were made. These reports do however not look into the outcome of these changes. Therefore, the
National Board of Health and Welfare cannot be completely assured that changes seen have the desired impact in
terms of quality of health care. Furthermore these reports provide little information to improve working methods.
Because if changes are only moderate in some organizations it is unclear what aspect of regulation has failed. This
problem is to some extend overcome with the perception study. This provides information, based on opinions from
the health care sector according to which the National Board of Health and Welfare can improve their output.
Whether changes in output have actually resulted in response to the mentioned study was not clear from the
interview. Furthermore the internal quality system and the monitoring on whether this is actually used should
ensure that output is robust.
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The National Supervisory Authority for Welfare and Health (Finland)
Context
The National Supervisory Authority for Welfare and Health (Valvira) is a Finnish based supervisory organization.
Finland is a country with 5.302.060 inhabitants, and a population density of 17 people per square kilometre.
Health services are available to all Finish residents, as these are mainly funded through tax revenues by employers
and employees.
The Ministry of Social Affaires and Health promotes the quality of health care by several initiatives. First, there is a
system for accreditation for health care services, which been in place gradually expanded to include all health and
social care services. Furthermore, the ministry mainly uses quality and patient safety indicators which are
developed under international cooperation. The National Supervisory Authority for Welfare and Health is a
supervisory organization which was only recently established, as a merger between The National Authority for
Medico-Legal Affairs (TEO) and The National Product Control Agency for Welfare and Health (STTV) [21].
Input, Output and Throughput
The National Supervisory Authority for Welfare and Health is authorized by law to evaluate the appropriateness of
health services provided by health care professionals and health care organizations. It was established on January
2009, but supervision has remained largely unchanged for approximately 20 years. The organization currently
employs 170 people and is independent from but funded through government and reports to the Ministry of Social
Affairs and Health.
Supervision by the National Supervisory Authority for Welfare and Health is mainly complaints driven; in case of
death or severe injuries an investigation into professional conduct is started. This relates mostly to individual
practitioner level. Investigation into cases can also be requested by the court, the police and the parliament. During
such investigations all patient records are collected and health care professionals that are involved are asked to
provide written statements. If necessary the medical practices can also be inspected, but this is not a process that
happens very often. This information is, together with the help of experts, analysed and results in an extensive
report. This report may result in; advice, a warning or restricting professional rights partially or totally with respect
to the individual practitioner. In relation to organizational activities the National Supervisory Authority for Welfare
and Health can only advice on improvements and changes. Individual practitioners are also licensed by this
organization.
The National Supervisory Authority for Welfare and Health also uses directs health care by stating that more
attention needs to be paid to certain elements of health care. This is done by sending a letter on the subject to all
health care organizations in Finland. For example if the keeping of patient records seems to be unorganized and

41

causing patient danger, a letter will be send to all health care services stating that there is a need to pay attention
to and improve the quality of patient records. These letters are followed up with a questionnaire to inform what
changes the various institutions have made.
The National Supervisory Authority for Welfare and Health is also involved in evaluating the access to public
specialist and primary care twice yearly. Data about the access to care in terms of waiting lists is collected by
another government office. When certain criteria are not met and the access is to long, this information is passed
on to the National Supervisory Authority for Welfare and Health who will issue a warning or fine to the concerning
health care organization. This means that the organization is also involved in supply management. There is however
no situation in which a health care organization can be closed down because of statutory restrictions.

Figure 10 Representation of regulatory interventions employed by the National Supervisory Authority for Welfare and Health

Effectiveness
There have been a few instances in which the effectiveness of the activities of the National Supervisory Authority
for Welfare and Health were to some extend evaluated. After issuing a letter to all health care institutions in which
the need to pay special attention to certain aspects of care are mentioned a follow up study is performed. In this
study organizations are asked what changes they have made in response to the initial letter. This thus gives an
indication of the alterations in process and structure which have resulted from these actions. Furthermore, the
follow up study also tried to find out whether or not the health care field agreed with the topics the National
Supervisory Authority for Welfare and Health deemed important. This helps the organization to reflect on its
output and gives and indication on process and structure changes it has induced.
In relation to the waiting lists, the frequency of the evaluation allows for a comparison over a period of time.
Therefore this should provide some information on whether the efforts of the supervisory organization have lead
to a reduction in waiting time. This study also provides information on changes in structure of the health care
system.
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Concerning output directed studies, the National Supervisory Authority for Welfare and Health collects an opinion
survey amongst institutions they supervise and collaborate with. This is done every second year and has the
character of a customer satisfaction survey. This information from this survey can be used to adjust output to
better fit the regulated.
Conclusion
Although the National Supervisory Authority for Welfare and Health is involved in looking at effectiveness of some
of its work, the question remains as to what extend information yielded from these studies is used by the regulator
itself. In case of the follow up letter it was not completely clear how the results acquired from this study would be
used. A similar situation exists in relation to the comparison of waiting lists, it may be monitored that waiting lists
go down but to what extend the regulator uses this information to change its work processes was not clear. The
opinion survey may be used to direct output but whether this is actually done was not communicated in the
interview. It can therefore be said that The National Supervisory Authority for Welfare and Health is looking at
what changes its efforts have made to some extend but whether this has actually been used to make the
organization more effective was not clear.
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NHS Quality Improvement Scotland (Scotland)
Context
NHS Quality Improvement Scotland (NHS QIS) is a Scottish based supervisor. Scotland is a country with 5,144,200
inhabitants and a population density of 65 people per square kilometre.
In terms of health care arrangements Scotland uses a system which is common to all of the United Kingdom. This
means that health care is arranged through the governmental funded National Health System or NHS. The system is
fully run by the Scottish government and is paid through by taxations and financial incentives from employers and
employees. The NHS is free for all registered citizens. People do have the ability to opt out of this system and select
a private insurance fund which has to be paid by at own expenses. In terms of health care regulation there are
three mayor players who both report to the Scottish government. These are the Care Commission, NHS Quality
Improvement Scotland and Healthcare Environment Inspectorate Scotland (HEIS). The Care Commission is involved
in the registration of health care services and the inspection of them against the set standards [22]. They publish
their reports into the public domain. The NHS QIS is an umbrella organization that incorporates the Scottish Health
Council and the Scottish Intercollegiate Guidelines Network. The NHS QIS fulfils a more supportive role and helps
services to increase their quality. Lastly Healthcare Environment Inspectorate Scotland performs inspections in
relation to healthcare associated infections. Besides these there are many UK wide regulators in health care who
also play different roles in the health care field.
Input, Throughput and Output
The NHS QIS was founded in 2003, and currently employs 255 people on a full time basis. The organization is fully
funded by government but is independent. As stated before, the NHS QIS fulfils a more supportive role towards
NHS boards. This is done by developing and setting standards and guidelines which are developed in a evidence
based fashion. Standards are divided between obligatory standards which should be met by services and desirable
standards that services should try to achieve.
Besides the setting of standards the NHS QIS is involved in performance assessment. First a service is be asked to fill
out a self-assessment in relation to the standards and guidelines. After this, a team of expert with a relevant
background stays on site for approximately two days. During this period staff is interviewed and a general picture
of the service is build up. This process finally results into a local report. Themes from various local reports are also
used to give a general overview for the whole of Scotland. All reports are fed into the public domain. Because the
NHS QIS does not have any statutory rights over health care organizations nor does it over health care
professionals, no compulsory measures can be taken when organizations do not comply with the set standards. The
reports can, however, by used by the Scottish government to regulate the NHS boards.
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The reports are also used by the NHS QIS to direct health care quality by providing implementation and
improvement support. If from the performance assessment is becomes clear that organizations are having trouble
to implement guidelines and standards the NHS QIS will engage in a supportive role with these organizations. It will
help them to come up with an action plan, make suggestions and recommendations and help to carry these out. At
the end of such a process the NHS QIS should be ensured that the guidelines and standards have been successfully
implemented by that particular organization.

Effectiveness
Figure 11 Representation of regulatory interventions employed by NHS QIS

Concerning effectiveness the NHS QIS has commissioned an external-peer review of the organization. This included
looking at internal processes and process changes in NHS board attributed to efforts by the NHS QIS. This review
had a qualitative approach and consisted of semi-structured interviews with NHS board staff from all kind of levels.
The review process focused on several aspects of how the NHS boards perceived the NHS QIS. These included;
organizational perception, activities, outputs and impact. These themes are however based on perceptions by the
respondents and are not backed up by quantitative measures. The report finishes of with recommendation to the
NHS QIS to further improve their output.
Conclusion
The effectiveness study that has been performed by the NHS QIS, gives the organization insight into the perception
of health care professionals. The report provides information on what the health care professionals thinks works
and what does not in terms of regulatory output. Furthermore it also provides information on whether health care
professionals think the activities of NHS QIS improved patients’ outcomes. Although this information is purely
qualitative and needs to be combined with qualitative data to get a complete picture in terms of patients’
outcomes, it gives the organization lots of handles for change. Talking to the health care field can provide clear
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indications into which regulatory mechanisms work and which do not. As a response to the findings in this report
NHS QIS has moved even more towards a supporting role with health care organizations.
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The Norwegian Board of Health Supervision (Norway)
Context
The Norwegian Board of Health Supervision (Statens helsetilsyn), operates in Norway. Norway is a country with
4,805,437 inhabitants and a population density of 12 people per square kilometre. In Norway, all citizens are
covered by the National Insurance Scheme which is mandatory for all citizens. The system is financed over the state
budget and partly tax funded, through employers and employees. Equal rights to services anywhere in the country
are granted by national legislation.
In Norway the Ministry of Health and Care has the primary responsibility for regulating the health care sector.
Under the Ministry several governmental organisations are engaged in regulating health care quality. The activities
of the National Institute of Public Health are related to the public in terms of preventive medicine, health
surveillance, health registers and contagious diseases. The Norwegian Board of Health Supervision is responsible
for supervising and controlling provision of services. The Directorate of Health is a governmental organisation
which has the power to interpret current legislation by the government and is responsible for implementing
regulatory measures, like standard setting. They also collect relevant information from healthcare organizations on
a routine basis. Additionally, the Directorate is involved in health promotion, alcohol and drug addiction issues. The
Registration Authority for Health Personnel, which is part of the Directorate is involved in the licensing of health
care professionals [20].
Input, Throughput and Output
The Norwegian Board of Health Supervision is an independent, governmentally funded organization. Its present
sets of supervisory tasks have in principle remained unchanged since 1984. However, extensive organisational
changes were made in 2002. The Norwegian Board of Health Supervision has one central office located in Oslo and
18 regional offices located at the office of the County Governor, who is the governmental representative in each
county. Total employment in the central office and regional offices combined is 150 full time equivalents. The
supervisor supervises all types of health and social care both on an individual and organizational scale.
In terms of inspections, there is a work-plan for each year in which areas for concern are stated together with
organizations which will be inspected in relation to this. These concerns are based on different data sources e.g.
numerical information that is gathered by the Directorate of Health and qualitative information received at the
Norwegian Board of Health through complaints and previous experiences during inspections. These planned
inspections are aimed at organizations rather than individual practitioners. They are performed against standards,
mostly based on the ISO 1000 auditing standards, which have not been set by to Norwegian Board of Health
Supervision but provide a tool to perform audits against. The use of guidelines, which have been issued by the
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Directorate of Health and based on legal requirements, are also inspected upon. These inspections result in an
individual report for every organization in which deviations form legal requirements and professional standards are
stated. At the end of each year experiences from all reports are compiled to make a general Norwegian wide
report. This report is presented to the Ministry of Health and Care and is subsequently used in the policy planning
and also published into the public domain in Norwegian and English.
Inspections can also be initiated on the basis of adverse events which are reported to the Norwegian Board of
Health Supervision in the form of complaints, media attention and governmental questions. In addition, health care
organizations are obliged by law to report serious events and near misses to the Norwegian Board of Health. These
incidence-based inspections have a similar construct as the planned inspections although they can also be directed
at individual practitioners. In case of serious misconduct by practitioners their licence can be revoked by the
regulator. In case of organizations, fines can only be given in relation to specialised care, although all organizations
can be closed down.
The final task of the Norwegian Board of Health Supervision involves health care provision. In relation to this the
organization has the duty to ensure adequacy in the access to health care services. This is done by using statistical
data from the Directorate of Health, or collected in the form of surveys on an extraordinary basis by the
organization itself. In addition patients’ complaints about service provision are also looked into. This surveillance of
service provision aims to make sure that all Norwegian citizens have equal access to all types of health and social
care.

Figure 12 Representation of regulatory interventions employed by the Norwegian Board of Health Supervision.

Effectiveness
Concerning effectiveness the Norwegian Board of Health Supervision relates both to dealing with their internal
processes, process changes in health care organizations and some quantitative data concerning impact. The
effectiveness related to their internal processes is, however, not on own initiative but rather directed by the
Ministry of Health and Care. Each year, the organization has to report and present to the Ministry how resources
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were used. Furthermore there is the general audit office which does an external peer-review of the organization
and scrutinises the use of resources.
In relation to process and structure changes and impact the Norwegian Board of Health Supervision tries to link
both numerical data to qualitative data, by doing small research projects. These projects focus only on small
aspects, for example one report noticed a decline in ruptures during child birth (impact) after the Norwegian Board
of Health Supervision suggested a new procedure related to troublesome births. This quantitative data was
complimented with qualitative data based on interviews with health care personnel assessing whether the
concerning department had changed their processes in response to recommendations by the Norwegian Board of
Health Supervision. These types of projects will also be carried out in relation to other specific health care projects.
Lastly, the Norwegian Board of Health Supervision is setting up a research project in conjunction with a local
university which should commence in the autumn of 2009.
Conclusion
The Norwegian Board of Health Supervision is building up its portfolio when it comes to the effectiveness of
regulation. In relation to the internal processes the need to report to the Ministry of Health and Care and the peerreview by the general audit office provides a working atmosphere in which everything has to be legitimised. This
may mean that the effectiveness and efficiency of output is important to this organization. Whether or not this
scrutiny has resulted in changes in output was not clear from the interview.
In terms of impact and changes in the health care system the Norwegian Board of Health Supervision mixes
qualitative with quantitative data. This seems like a very good approach as the quantitative data provide
information about changes in impact. In this case a decrease in ruptures during birth, whilst the qualitative data
provides a means of causality. Qualitative data was collected by asking health care personnel whether changes
were made as a response to suggestion by Norwegian Board of Health Supervision. The combination of this data
provides the organization the ability to see that changes in outcome occurred and that processes in the health care
system were changed because of their activity. This seems to provide a pretty clear picture on whether or not the
supervision relating to ruptures during troublesome birth were effective. Whether this also works in more general
settings remains questionable.
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The Regulation and Quality Improvement Authority (Northern-Ireland)
Context
The Regulation and Quality Improvement Authority (RQIA) is a Northern-Ireland based regulator. Northern-Ireland
is a country with 1,685,000 inhabitants, and a population density of 122 people per square kilometre.
In terms of health care arrangements Northern-Ireland has a similar system used by the rest of the United
Kingdom. This means that health care is arranged through the governmentally funded National Health System or
NHS. The provision of health is a devolved responsibility from the UK government to the Northern Ireland
Assembly. The system is paid through taxations and financial incentives from employers and employees. The NHS
is free for all registered citizens. People do have the ability to opt out of this system and select a private Insurance
fund which has to be paid at own expenses. In terms of quality regulation in the United Kingdom there are a lot of
different players. There are various audit commissions, accreditation organizations, guideline developing
institutions etc. The Regulation and Quality Improvement Authority is however the main regulatory body for both
statutory and private health and social care organizations in Northern-Ireland.
Input, Throughput and Output
The Regulation and Quality Improvement Authority was established in 2005 and currently employs 110 full-time
equivalents. It is an independent governmentally funded organization, which also collects some income from fees
organizations have to pay in order to register. In terms of activities it splits between two sides; a review side and a
regulated side, regulation is in both instances focused at an organizational level. Specified regulated services are
required to register with and be licensed by the Regulation and Quality Improvement Authority and are inspected
under legislation. These services include nursing homes, residential care homes, children’s homes, independent
hospitals and clinics, adult placement agencies, day care setting, domiciliary care agencies and residential family
centres. Organizations are inspected against standards and legislative regulation in terms of care arrangements,
estates, pharmacy arrangements and financial arrangements. Care homes are subject to at least one announced
and one unannounced inspection per year. In relation to the regulated services the Regulation and Quality
Improvement Authority can employ compulsory matters. This process starts with making recommendations, than
setting a requirement for the organization and ultimately plea for an organization to stop providing a certain
service at a courthouse. The Regulation and Quality Improvements Authority is implementing a more risk-based
approach to its inspection activity and has introduced a new methodology of inspection with an element of self
assessment by the provider organizations.
The review functions include scrutiny of statutory health and social care providers, which are not under regulation
by means of legislation. These reviews, which can be governance, service or thematic reviews are mostly carried
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out in relation to a specific set of standards. The methodology is based on self-assessment by the organization
against these standards, interviews with staff and patients and numerical information in relation to the standards.
This information results in a report which is published and contains recommendations for improvement. The
reports are further provided to the Minister of Health.
The RQAI also carries out a program of environmental hygiene inspections in hospitals, the results of which are also
publicly reported, there is however, no associated enforcement action.

Figure 13 Representation of regulatory interventions employed by the Regulation and Quality Authority

Effectiveness
The Regulation and Quality Improvement Authority has recently reviewed arrangements for the delivery of its
functions during the development of its next three year Corporate Strategy. This strategy has been designed using
an approach called a Value Creation Map which focuses on delivering value for the population of Northern-Ireland
from the resources available to the organization. The Value Creation Map sets out a series of activities that the
organization will focus on over the period 2009 to 2012 to enhance its effectiveness as a regulator. The strategies
set out in relation to the Corporate Strategy are consulted about with a wide range of stakeholders. Furthermore
the Regulation and Quality Improvements Authority consults on a similar basis to identify priority areas for focus
during inspections and reviews.
The organisation further employs a Maturity Matrix on which it states were it is in terms of maturity on certain
points. This concept is used regularly throughout the organization and allows it to self-assess. It also sets a state of
mind in which the organization is striving to be more effective. In conjunction with this is the directorate of quality
assurance, which looks at the quality of the written rapport to see whether recommendations are clear , useful and
in line with the requirements. This directorate is also involved in standardising the working methodology of
inspectors. Another development in terms of internal process development is the possibility of having a peerreview during which another health care regulator will review the Regulation and Quality Improvement Authority.
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The Regulation and Quality Improvement Authority is also looking at a partnership with the Queens University in
order to get a more academic approach in the work of the regulator. This will help on deciding whether or not
approaches are effective from an academic point of view and will result in the use of more evidence-based
standards and guidelines.
A future priority of the Regulation and Quality Improvements Authority is to deliver an overall assessment of the
state of health and social care in Northern-Ireland which will be based predominantly on its inspections and review
work. When this is done in a systematic fashion is will show how health care is improving. A difficulty will, however,
be to establish to what extend the Regulation and Quality Improvement Authority is responsible for these
improvements.
Conclusion
The Regulation and Quality Improvement Authority is changing its focus in terms of effectiveness. New approaches
are continuously explored and evaluated. The various internal processes are fruitful in creating a mind set were
effectiveness is important and increases the rigour and robustness of the regulatory regime. This means that
evaluated processes will only remain supported in the future when they are found to be effective and efficient.
Furthermore the consultations with several stakeholders should be beneficial to the organization in increasing its
effectiveness. The need for an external look at this developing of the organizations output is also taken into
account. The possibility of having a peer review and collaboration with the academic world should provide further
information for improvement of regulation. There are however no processes in place were the Regulation and
Quality Improvement Authority looks at changes in the health and social care field or at impact. However, the
development of means of delivering an overall assessment of the state of health and social care in Northern-Ireland
could provide the basis of such a system were changes in the health and social care field can be monitored of
consecutive years. The only problem with that approach is the causality between improvements and regulation.
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General Findings
Importance of Effectiveness
As mentioned previously, governments were reformed in the early 1980s to become more efficient and effective
[2]. Together with a population that is increasingly critical towards public organizations, it can be expected that all
health regulators are interested in the effectiveness of regulation [1]. The information received through the
interviews and questionnaires of this research shows, indeed, that all regulators are very interested in the
effectiveness of supervision as stipulated in the interview with the Regulation and Quality Improvement Authority
(Northern-Ireland) and the questionnaire data provided by the Health Information and Quality Authority (Ireland) .
“But clearly the question that you are asking is one of increasing relevance because we all want to know: is this
activity having the desired effects in terms of health care quality and patient care.” – Interview Regulation and
Quality Improvement Authority (Northern-Ireland)
“The subject matter of the questions is of particular importance to the Authority” – Questionnaire the Health
Information and Quality Authority (Ireland)
All organizations have to some extent thought about the effectiveness of their activities. As described in the case
study sections, most of them have additionally made the first steps towards studying their effectiveness. Also, all
regulators report an interest in developing collaborative initiatives with other regulators both on an international
and national level. Moreover, some regulators have already set up collaborations with other organizations
regarding this topic.

Problems with Studying Effectiveness
When studying effectiveness of their work, all regulators will inevitably face problems. As they are all unique
organizations performing their work in a unique health care field, their problems are also diverse. Many different
problems were thus reported during this research, including problems with funding and resources, an
organizational set-up in which doing research is not possible etc. For example the Danish National Board of Health
indicates that their organizational setting does not present the possibility to perform research into effectiveness.
“We do not do studies, we do not do any research so I can not really answer your question” – Interview The Danish
National Board of Health (Denmark)
In theory, however, there is one problem that all regulators face. This is the problem of establishing a relation
between the efforts of the regulator and changes in the health care system in terms of outcome and impact [5]. As
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mentioned in the theoretical framework, in most health care systems there are many different regulators and
besides that, the health care system itself also has a means to self regulate through changes in professional
conduct for example. This means that regulators face a problem when they want to investigate changes brought
about by their work, because to what extent is the work from a single regulator responsible for changes? This
results in difficulties warranting causality when trying to look at the effectiveness of regulation. This was indeed
what most regulators reported as a difficulty when they looked at the impact of their work.
“One main problem is to establish relations between supervision and improvement in patient safety” –
Questionnaire National Board of Health and Welfare (Sweden)
“A significant difficulty is to establish a direct link between supervisory activities and recognised improvements in
organisations subject to review. There are a range of bodies involved in different parts of the regulatory system
with, for example different bodies having responsibility for standard setting, guideline development, promotion of
safety and professional regulation. This makes it difficult to attribute quality improvement to a specific supervisory
intervention” – Questionnaire Haute Autorité de Santé (France)
Some regulators solve this problem by taking a qualitative approach to their effectiveness studies and asking health
care personnel whether they feel that the efforts of the regulators have resulted in changes in the health care
organization and improved patients’ outcomes (impact). An example which was discussed in an interview with the
Haute Autorité de Santé (France):
“We have used sociological approaches and perception studies. It is very hard to find out if changes can be
attributed to a specific program given the fact that the environment is continuously changing. We can measure how
things have changed from 2005-2009 but it is really hard to demonstrate whether it is accreditation or guidelines or
other initiatives that caused the change. One can ask healthcare professionals what they feel was the principal
cause.” – Interview Haute Autorité de Santé (France)
Although health care personnel is able to give a good indication of the changes made in the organization the
question remains to what extent these changes result in better patient outcomes. This concern is raised as changes
can sometimes be made solely to satisfy the regulator and have little or no value for patients or the health care
organization, this is called pointless conformance [8]. However, when these questions are combined with questions
on outcome, a more complete picture can be obtained. These questions allow health care personnel to reflect on
whether or not they feel that the efforts of the regulator have resulted in better patient outcomes. This does beg
the question on what authority health care personal has when it comes to identifying the causality between impact
and a single regulator’s efforts.
Other regulators solve this problem by looking at very specific pieces of their work, which relate to a single health
care procedure or health care topic. For example, the Norwegian Board of Health Supervision (Norway) undertook
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a quantitative study to identify the effects of regulation in relation to ruptures during childbirth. These figures
showed a decline after the regulator suggested a new type of procedure related to complicated births. Similarly,
the Health Care Inspectorate (the Netherlands) studied the decline in bedsores in conjunction with the initiation of
a performance indicator in relation to this subject. This study showed that although looking at a specific topic
increases causality, the nature of the health care system makes it impossible to be certain to what extent the
efforts of a single regulator can be contributed to improvements [24].
It seems, therefore, that causality is a problem that has to be taken into account when a regulator wants to look at
impact. Therefore it is important to realise that whilst a regulator may get some grip on the impact of his activities,
influences from other sources can never be completely abolished.

How are the Results from Effectiveness Studies Used?
Since none of the regulatory organizations are academic institutions, the purpose of their effectiveness studies
should not only be to generate information but also to use this data to improve the process of regulation, as
mentioned in the interview with the Health Care Inspectorate (the Netherlands).
“… research for us is not an ultimate goal, accompanying any research should be a plan on what we are going to do
with the generated results.” – Interview Health Care Inspectorate (the Netherlands) Translated Dutch - English
It therefore seems tenable that effectiveness studies by most regulators are used to improve the process of
regulation. Indeed, many regulators report that the intention they have with effectiveness studies is to improve
and review methodologies used.
“… we are hoping to become more efficient and effective in terms of the tools that we use. So we are hoping to have
a continuous process of improvement of the methodologies. And we are hoping to experiment with other tools to
see what works so we are on the look out for good ideas.” – Interview The Regulation and Quality Improvement
Authority (Northern-Ireland)
“International and national studies will be used to inform the development of national standards, refine monitoring
activities and opportunity to refocus regulatory activities.” – Questionnaire Health Information and Quality
Authority (Ireland)
Having said that, it also seems that regulators that have already completed some effectiveness studies should be
able to point out to what extent the obtained results have been fed back into the organizational structure. It was
expected that examples of process alterations could be given by several regulators. In contrast, however, when
asking questions about how information from effectiveness studies resulted in improvements in the organization,
in many instances answers were indistinct and abstract. This gave the impression that although many regulators
have completed several studies, to what extent the gathered information is actually used is not always clear.
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“I do not actually know what that information is used for. Off course we want to have a good reputation we want
to have a reputation that we are easy to approach that we want to help and inform and that the institutions and
the public may approach us and so on.” – Interview The National Supervisory Authority for Welfare and Health
(Finland)
“Q: Are results from these effectiveness studies already noticeable?”
“A: More or less and they are yearly documented in at least one of the reports I mentioned. For example in what we
call the annual supervisory report for 2008 we are documenting a lot of what is going on as a consequence of
supervisory activities.” – Interview The Norwegian Board of Health Supervision (Norway)
The abstract way of answering, without giving tangible examples, could be explained by the fact that changes in the
organization are only slowly brought about by the effectiveness studies. This means that although changes have
occurred as a result from effectiveness studies, to actually pinpoint them is much more difficult. Besides, changes in
organizational processes are generally much more difficult to accomplish than the actual study itself as the Health
Care Inspectorate (the Netherlands) indicates;
“[The implementation of generated results] often requires more energy than the actual research itself. In other
words changing practice based on research is much more difficult than the actual research itself.” – Interview
Health Care Inspectorate (the Netherlands) Translated Dutch - English
Moreover, effectiveness studies might not only confer exact changes in processes but rather set a state of mind
within regulating organizations in which effectiveness is becoming more important. This implicates that
effectiveness studies rather shape the way of thinking and provide a means of direction on how to develop further.
“…I do think that it shapes our thinking as an organization in terms of were we go.” – Interview NHS Quality
Improvement Scotland (Scotland)

The Need for Re-evaluation
Although studying effectiveness of regulatory activities is something that all regulators find important, it is also a
recent topic of interest. Regulators seem to be going through a phase in which many of them are setting up various
studies, or running studies are in an early stage.
“HAS plans research on perception and impact of the accreditation process. We are at an early stage.” – Interview
Haute Autorité de Santé (France)
“We are really at the planning stage” – Interview Regional Quality Improvement Authority (Northern-Ireland)

56

“We are trying to put up some small projects to see to what extend we can discover findings of impact from our
work” – Interview the Norwegian Board of Health Supervision (Norway)

Besides, the early stage in which many effectiveness projects are, there is also very little information available on
how a regulator can look at the effectiveness of his work. As indicated by the following quote this makes it difficult
to set up a project because everything has to be discovered by a process of trial and error.
“[The measuring of effects is] a new subject of research meaning that there are hardly any good examples” –
Questionnaire Health Care Inspectorate (the Netherlands) Translated Dutch - English
What is noticeable is that the need to re-evaluate seemed to be missing in the approach of many regulators. After
an effectiveness study is concluded and alterations have been made to the regulatory process, a similar type of
effectiveness study should be conducted to see whether the instated changes have induced the desired results. It
seemed that, despite the need for this many regulators undertake several types of effectiveness studies but never
follow up on these, or do not as of yet have distinct plans to do so.
“Q: Will such studies happen more often?”
“A: There are no distinct plans to do so.” – Interview Health Care Inspectorate (the Netherlands) Translated Dutch –
English
“Q: Are there future plans to become more involved in outcome/impact related effectiveness studies?”
“A: There is nothing that I can think of out of the top of my head.” – Interview NHS Quality Improvement Scotland
“Yes, part of the problem is that we have not gone back and studied it again in a systematic fashion except with the
annual reviews. This is purely because we do not have the resources to keep on repeating most reviews year after
year.” – Interview Care Quality Commission (England)
So it seems that despite the fact that many regulators intend to make regulation more effective through the use of
effectiveness studies they do not follow up to see whether this has been the case.
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Conclusion & Discussion
This research has aimed to get a first global overview of how a selection of European regulators look into and try to
maximise their effectiveness with the obtained results. In the individual case studies, this topic has been thoroughly
discussed, providing information on both the way in which each regulator regulates and the way in which they
study their effectiveness in the specific context they are located. Additionally, four general findings were described
which have been based on themes which were picked up during the research period and were deemed interesting
or important. This section provides a means to reflect on the main research and relevant study questions as a guide
to draw conclusions from the findings and subsequently discuss them.
This research was oriented around the question “What studies have European health care regulators undertaken in
relation to the effectiveness of health care regulation and how have they used the obtained results to improve
their effectiveness?” In theory, an increasingly demanding public, combined with questions from the government,
should mean that the subject of studying and increasing effectiveness had gained increasing attention[1, 2]. Indeed,
it can be concluded from the results that all health care regulators have to some extent thought about the
effectiveness of regulation, and all take an interest in the subject. The majority of regulators have set up studies to
look into their effectiveness. Whilst some have made more advances than others, there was a clear indication that
this subject is a new one for all regulators in the health care field. The use of results from these studies is a point
that is covered later.
It was also contemplated, whether a certain type of regulatory intervention used by a regulator would influence the
type of effect studied. Despite the variation in methodology used to regulate the health care field by the included
regulators, there does not seem to be an indication that this is the case. This could be explained by the fact that
although there are numerous approaches to regulation, as discussed in the theoretical framework (figure 1), the
manner in which effects are induced through the output of the regulator are similar (figure 2). Therefore regulators
are limited in terms of which type of effects they can study and ones which employ different regulatory mechanism
are thus likely to undertake similar effectiveness studies.
In relation to the problems faced during effectiveness studies all health care regulators report a similar problem
when they want to study effects beyond their organizational structure. As discussed both in theory and underlined
by practise, the nature of the health care system makes it difficult to attribute changes, and thus effects, in health
care organizations and especially health care outcomes (impact) to a single regulator [5]. As a consequence all
regulators face a problem of causality when they want to measure or inform about the effects they have obtained.

Internal Studies
Four different types of effectiveness studies were identified and these were all related to the effect chain discussed
in the theoretical framework see figure 14. These studies either focus on the internal effectiveness of the regulator,
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changes that regulation has induced in health care organizations, changes that regulation has induced in relation to
patients’ outcomes and perception studies that either focus on how the health care system perceives the output
from the regulator or how the heath care system perceives the impact from the regulator. The first type of study
focuses on internal processes to increase the regulator’s effectiveness. These type of studies cover the first point of
the effect chain, that of the regulator’s organizational context. The obtained information provides a regulator with
the ability to increase effectiveness in terms of rigour and robustness, for example by training inspectors to
diminish differences in judgement or by setting up a directorate quality assurance [8]. However, because these
studies only focus on internal processes, the regulator is not able to judge whether they are able to achieve
desirable effects in terms of changes in health care organizations and outcome.

Figure 14 The four different type of effectiveness studies identified in this research and how they relate to the
effects chain postulated in the theoretical framework.

Health Care Changes
Other effectiveness studies move away from the regulator’s context to that of the regulated. These studies look at
changes health care organizations or providers make as a response to actions from the regulator, thus looking at
the second point of the effect chain, namely changes in structure and processes in the health care system. These
studies are generally qualitative as information is gathered through interviews, but can also be qualitative through
the collection of surveys. This information can also be obtained through a systematic review process of healthcare
organizations, as reviews from different years can be compared. These studies are able to provide a good insight
into what changes are occurring in the health care organizations. However they do not seem to provide the ability
for a regulator to reflect on its approach. If the regulator, through these studies, uncovers that health care
organizations are not changing or are not making the required changes, there is, besides the given indication, no
way of knowing what elements of the regulatory process have failed. Another debatable element of these types of
studies is that of the value of the observed changes. Regulators may receive conformation from these types of
studies that health care organizations are indeed introducing the required and recommended changes which were
intended to increase quality. Indeed changes can have notable improvements on both quality of care and
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organizational quality e.g. improved pain management in hospitals or giving important or long-term issues greater
organizational priority. On the other hand, changes can in some occasions only be made to satisfy the regulator.
This pointless conformance induces changes that have little or no value for patients or health care organizations.
Furthermore, health care organizations may only change during review a period meaning that changes are not
sustained but are instead only temporary [8]. This means that the obtained information may not provide a correct
picture of the actual quality improvements in health care organizations. These type of studies than rather provide a
regulator with the means to demonstrate that it is inducing changes in health care organizations and thus provide
for legitimacy. Additionally when the results from these studies are made available to a wider audience they
increase the openness and transparency of the regulator [8]. This follows from the fact that this way information
about what a regulator has achieved can be read and judged by people who take an interest in this.

Perception Studies
Perception studies were also identified; these studies focus on how health care or other professionals feel about
the output from the regulator and being regulated. These type of studies are usually combined with the previous
type of study and often have a qualitative approach to them by collecting information through interviews. They can
however also be quantitative through the use of surveys. Perception studies can provide a regulator with
information about how it can best direct its output to obtain improved quality in the health care system.
Furthermore, they can give an indication about whether or not regulatory arrangements are improving quality and
create awareness for the points in which they might hinder or slow improvement. Additionally, regulators can be
made aware of important points that might not have received their attention. In other words, these type of studies
increase the regulators improvement focus [8]. By asking the regulated how they feel about the regulator, the
latter is actively asking for feedback on its methods and processes. This increases the accountability of the
regulator an important point of effective regulation [8]. Despite the advantages these types of study offer, there
are some issues that arise from their qualitative approach. First of all, information from these studies is based on
opinions from professionals that were interviewed. These opinions are very context dependent and may vary
between different health care organizations and even between different professional groups within a single
organization. This makes interpretations of the regulatory regime difficult to compare and may hinder the drawing
of conclusions to adjust the output of the regulator accordingly. Secondly, this effect is reinforced by the fact that
these type of studies are only performed on a number of health care organizations raising questions about the
extent to which findings are valid for the entire health care field. Lastly, performing these studies is very resource
intensive which means that it is often difficult for a regulator to perform such studies on a regular basis.
Some perception studies move towards the final point of the effect chain and also ask health care professionals
whether they think the activities of the regulator have made changes in patient outcomes (impact). These types of
studies also focus mainly on the two previous points discussed, improvement focus and accountability. Also, they
are able to provide a regulator with a hint of what changes might occur in patient outcomes as a consequence of its
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activities. However, just like with other perception studies, whether or not patients’ outcomes have improved as a
consequence of the activities from the regulators is a matter of opinion from the interviewed health care
professional. Besides, it is questionable if these professionals are able to identify to what extend changes in
patients outcomes are relatable to the activities of a single regulator.

Changes in Patients’ Outcome
Besides studies that take a perceptive approach to identify the impact from a regulator, there are also those that
take a quantitative approach. In this case patient outcome data that is related to a regulatory intervention is
examined over a period of time to monitor improvements. This type of study gives a numerical indication of what is
changing in the health care system. In line with the remarks about the monitoring of changes in processes and
structure in health care organizations, the monitoring of impact also seems to present little ability for a regulator
itself to become more effective. Albeit these studies are able to indicate a regulator that, in case of little or no
improvements of the health care system, something in the methodology of the regulator might has to be changed,
there is no information on what changes should be made. Besides, the problem of causality is especially daunting
with these types of studies, because when patient outcomes do not seem to be improving is it really only the single
regulator that is at fault? The answer is, probably not. And along the same lines improvements in impact are very
difficult to attribute to a single player in the health care system. Therefore these type of studies often only provide
an associative link between quality improvements and regulation [12].

Other Findings
By engaging effectiveness studies, a regulator tries to evaluate and review the regulatory process, a key process of
effective regulation according to Kieran Walshe. However, evaluation is not the only point that a regulator should
consider. Results from such studies should also be reviewed and used to modify systems of regulation [8]. As most
regulators indicate that this is indeed their intention with effectiveness studies, it was expected that most could
provide examples of instances in which changes in processes were made as a result of effectiveness studies.
However, as discussed earlier, obtained results seem to be less easily demonstrated. Reasons for this could be
multiple. As previously discussed changes from research theory are only slowly converted and interpreted into the
organizational context. Therefore, changes might have occurred slowly over time and are difficult to point out.
Furthermore, respondents may not have been able to provide examples of changes as they are not involved with
the process of implementing recommendations from effectiveness studies. As indicated effectiveness studies also
help to set a state-of-mind within an organization, meaning people are willing to question methodologies used and
strive to become more effective and efficient. So despite impressions obtained through interviews, it is more likely
that effectiveness studies do bring about changes to some extend but ones that are difficult to underpin. Lastly it
could be that a regulator only wants to demonstrate what effects they are bringing about and does not have the
intention to adapt its processes with obtained results.
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Additionally, as already indicated, the need to re-evaluate effectiveness studies seemed to lack attention. Instead
regulators give the impression that different types of studies are performed which are not followed up. This means
that regulators are not obtaining information about whether previously performed effectiveness studies have made
regulation more effective. After findings and recommendations of a study have been implemented and changes are
made accordingly, it is important to find out whether regulation has become more effective. However, the seeming
lack of re-evaluation could also easily be explained by the fact that this is a new area of research. Therefore it might
still be too early to perform re-evaluation studies. Furthermore, because no knowledge about a best-practice for
studying effectiveness exists, regulators are possibly taking different approaches to try and find out which one suits
them best, and are planning to re-evaluate when they have gained more knowledge in this area. It is however also
possible that because of the resource intensive nature of effectiveness studies regulators are not provided with the
means to take such a systematic approach.
Effectiveness has clearly received an increasing amount of attention in the field of health care regulation. All
studies that were identified have their positive sides, and all help to increase the effectiveness of regulation to
some extent. However, the discussion also raised some questions about the usability of effectiveness studies and
the way in which they are used and undertaken. In the recommendations section there will be suggestions on how
regulators are able to increase the effectiveness of their effectiveness studies.

Methodological Discussion
This research has covered eleven European health care regulators. The aim of this study was to get information
from as many organizations as possible. Despite the fact that this creates a wide view in terms of organizations
involved and thus different takes on the subject of effectiveness it also has its limitations. First of all because of the
large number of organizations an in depth view of each organization could not be obtained within the time of this
research. Additionally, in most instances only one person per organization was approached for both the interview
and the questionnaire. This means an in depth approach of each organization was impossible to achieve. The result
is that the information provided in this research might be general and conceptions about this subject might be
personal which could be reflected by the collected information. Furthermore, the fact that only a single respondent
was approached for each organization may have consequences for the validity and the reliability of the obtained
information.
Additionally all organizations involved in this research are member of the EPSO organization. This organization
provides a platform for information exchange concerning the regulation of health care with the aim to make
regulation more effective and efficient. As a result it can be assumed that EPSO members take as special interest in
the subject of effectiveness. This may imply that the advances made in the field of effectiveness and the finding
that all regulators take a specific interest in the subject do not apply to all European health care regulators.
Furthermore, it can be expected that all organizations included in this research want to present a good image of
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their selves. This may introduce some bias in the results as it is might be difficult for respondents to provide
objective information about organizational processes.
The language used during interviews and questionnaires was English, and despite the high level of the English
language spoken and written by all respondents it needs to be noted that this in some cases is not their mother
tongue. Furthermore, the same should be noted about the researcher. This might mean that through this language
barrier misinterpretation of questionnaire questions and interview questions arose.
Lastly, as this research was carried out at the head offices of the Dutch Health Care inspectorate, it has influenced
the way in which the researcher thinks about regulation and effectiveness studies. This may lead to an altered
interpretation of information provided by respondents.
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Recommendations
Although effectiveness studies can be very useful for a regulator when used and set-up correctly it is important to
realise the limitations that each type of study has, as discussed previously. However by creating a mix of several
type of effectiveness studies limitations presented by one can be resolved by the other. For example whilst
monitoring of changes in health care organizations provides only little information to adjust output and studies on
the opinions of health care professionals on the regulatory regime provide little information about changes in the
health care field a combination of the two seems to be a more fruitful approach. This way a regulator is assured
that health care organizations are changing and through the interaction with health care professionals, assurance
about the quality of these changes and information to improve the regulatory processes can be obtained. This is an
approach that some regulators are already employing. So the first recommendation would be to combine multiple
effectiveness studies to gain a complete picture of effects achieved, and information that can be used to make
regulation more effective.
Another way of gaining an insight into whether observed changes are inducing the intended improvements in
quality, is by taking an academic approach to standards and guideline development. By establishing evidence-based
standards and guidelines, changes that are enforced by regulatory interventions are more likely to result in actual
quality improvements because they have been setup from a knowledge based approach. In fact results from this
research show that an increasing number of regulators are indeed striving to incorporate academic elements in
their system of regulation. Continuous re-evaluation on whether scientific information behind evidence-based
guidelines is still up to date is also very important.
An important issue that was highlighted during this research was that of causality. This is especially a problem for
regulators that want to study and relate changes in patients’ outcome to their work. Throughout this study the
problem of causality was affirmed, and it seems that there is no proper means of resolving this issue. Therefore
impact related studies are more likely to point out associative links between changes in outcome and regulation.
However, by combining an approach of monitoring changes in health care organizations, the implementation of
evidence-based standards and guidelines, perception studies by health care and other relevant professionals with
numerical data about outcomes this association can be made very credible. Despite the fact that these types of
studies are without a doubt very resource intensive, they provide a regulator with information on how to make its
output more effective and efficient on one side and data about changes in both health care organizations and
patients’ outcomes on the other.
As discussed the finding that changes induced by effectiveness studies are hard to underpin is most likely to result
from slow change in regulatory organizations. Although this could very well be the case, the need for a clear
objective is important to keep in mind when initiating an effectiveness study. Therefore a recommendation is that
all effectiveness studies should be set-up with a clear objective [25]. Questions like “why do we want to perform
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this type of effectiveness study?” “what do we want to achieve with this study?” and “how are we planning on
using the obtained information?” should be thought over before a study is initiated. This way changes should be
more easily induced and identified after a study is complete. Furthermore it also helps to obtain a focus during the
course of each study. Additionally an effectiveness study should be re-evaluated to make sure that alterations have
indeed resulted in increased effectiveness.
The new nature of effectiveness studies also means that a lot is still to be gained, therefore cooperation between
several regulators is a good initiative to increase knowledge and know how in this area. Despite the varying nature
of each regulator, the way in which effects are studied is very similar. Therefore setting up a collaborative approach
to design and test effectiveness studies should not be hindered by differences in regulatory organizations.
Furthermore the fact that all organizations seem to take a proper interest in the subject of effectiveness means
that this is the right time to undertake such efforts.
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Appendix I – Questionnaire and Accompanying Letter
Dear sir/madam,
In commission of the Dutch Health Care Inspectorate (IGZ) I am currently performing a research into the effectiveness of supervision. This study aims
at providing a first glimpse on how supervisory organizations in health care across Europe are concerned with the effectiveness of supervision. In this
study we have chosen to include EPSO (European Partnership for Supervisory Organizations in Health Services and Social Care) member states.
Concerning supervision, a recent research paper by R. Bal et al. in 20082 concludes that all throughout European health care systems there is a
growing responsibility for the health care system at a decentral-level. This means that governments resort the supervision as their primary means of
assuring that health care quality is maintained. The increase in supervision means that this is a primary tool for governments to ensure ministerial
responsibilities, achievement of policy goals and an increase in quality. That supervision is playing an increasing role in many European countries can
be concluded from the formation of EPSO. Little is known, however, about the effectiveness of supervision. In the Netherlands the need for obtaining
information about effectiveness of supervision was first embodied with the postulation of the Effect Measuring Guidelines by the central government in
2005. In this document it is stated that supervision will result into an effect chain (figure 1).

Figure 15 Supervision effect chain proposed by the central Dutch government. Input refers to the supervisor’s manpower and
resources. Throughput to the supervision activities itself. Output is the result of the organization in terms of productivity.
Effectiveness of supervision can be measured in terms of outcome; the influence of the supervisory activities on the parties under
supervision. A second measure can be obtained in terms of final outcome, the final impact supervision has on society.

Effect measurement can thus be performed at both outcome and final outcome. Outcome is defined as the influence the supervisory activities have on
the parties which are supervise i.e. the health care industry. Final outcome is the impact the supervisory activities have on public health. Final
outcome should be of greatest concern to supervisory organizations but as the measured outcome drifts further from output, the results of the
supervisory organization in terms of production, the more difficult it will be to contribute this outcome to the supervisory activities alone. This makes an
actual measurement of effectiveness difficult to obtain.
In this study we therefore set out to get an international concept of how other supervisory organizations concerned with
health care quality deal with the effectiveness of their supervision. In order to construct this concept we have made a questionnaire that will be
followed by a telephonic interview to go into the subject in more detail. Enclosed you will find the questionnaire it contains 14 questions and will take
about 20 minutes of your time, we would like to ask you to be so kind as to complete this. The questionnaire can be completed in Microsoft word and
returned by email.
Kind regards,
Wouter Sparreboom
 w.sparreboom@igz.nl
 +31302338629
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General information

1. Name:
2. Telephone number:
3. Organization:
4. Function at organization:
Information concerning effectiveness of supervision

5. In brief, how is the supervision of health care quality organized by the supervisory organization?

6. What is understood under the term effective supervision?

7. Does the supervisory organization concerned with quality of health care take effectiveness of
supervision into account?
Yes,
in what way is this done?
Please continue to question 8
No,
are there future plans concerning effectiveness and how are these defined?
Please continue to question 12
Do not know,
Please continue to question 12

8. What are the main problems the supervisory organization faces when looking, or attempting to
look into effectiveness of supervision?

9. Concerning this topic, is there cooperation with other national or international organizations?
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10. Is there an interest for cooperation with other organizations in the time to come?
Yes, national organizations
Yes, international organizations
No
11. Do you measure the effectiveness of your supervision of health care quality?
Yes,
in what way is this done?
No,
are there future plans to do so and how are these defined?
Do not know
12. How are results acquired from effectiveness studies used?

13. Are there additions you would like to make that were not attend to in the questions?

14. Are there remarks you would like to make concerning the questions?

You are now finished with this questionnaire thank you very much for your time and effort. If there are
documents concerning the topic effectiveness of supervision, or supervision on health care in general
(preferably in the English language) would you be so kind as to send these along with the filled in
questionnaire?
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Appendix II – List of Points for Telephonic Interview Construction
Organizational Context & Regulation:
-

Organization; Size (how many people work there + fte)

-

Age

-

Legislative tools; Sanctions, Ability to close down poorly functioning facilities

-

How is supervision by this organization organised; Which types of supervision (accreditation, indicators,
complaints etc.)

-

Is this organization the primary institution concerning health care quality?

Concerning Effectiveness:
-

Is the organization concerned with the effectiveness of supervision?

-

What tools does the organization employ to answer questions about the effectiveness of supervision

-

What problems are encountered when looking at the effectiveness of supervision?

-

What does the organization hope to achieve with this process?

-

How are results from effectiveness studies used?
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Appendix III – Name & Function of Respondents
Care Quality Commission (CQC) – England
Questionnaire & Interview:
Molly Corner - Strategy Development and Innovation Manager
Danish National Board of Health – Denmark
Questionnaire:
Torben Haerslev – Senior Medical Officer
Interview:
Anne Mette Dons – Head Supervision Unit
Dutch Healthcare Inspectorate (IGZ) – the Netherlands
Questionnaire & Interview:
Paul Robben – Director Knowledge Centre
Haute Autorité de Santé (HAS) – France
Questionnaire & Interview:
Jean Bacou – Head International Affairs
Charles Bruneau – Advisor International Accreditation and Safety of Healthcare
Health Information and Quality Authority (HIQA) – Ireland
Questionnaire & Interview:
Deirdre Mulholland – Head of Standards and Methodology
Inspectorate on Welfare, Health and Family – Belgium
Questionnaire & Interview:
Krist Debruyn – Inspector
National Board of Health and Welfare (Socialstyrelsen) – Sweden
Questionnaire:
Johan Carlson – Direcor, Department of Supervision of Health Services
Interview:
Åsa Ekman – Senior Advisor National Board's Supervisory department
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National Supervisory Authority for Welfare and Health (Valvira) – Finland
Questionnaire & Interview:
Katia Käyhkö – Senior Medical Officer
NHS Quality Improvement Scotland (QIS) – Scotland
Questionnaire & Interview:
Sean Doherty – Performance Assessment Manager
Norwegian Board of Health Supervision – Norway
Questionnaire & Interview:
Geir Sverre Braut – Deputy Director General
Regulation and Quality Improvement Authority (RQIA) – Northern-Ireland
Questionnaire & Interview:
David Stewart – Medical Director and Director of Service Improvement

73

Appendix IV – Case Study Framework
Context
Demographical context information of country
What are the health care costs for an individual/ how
What other (major) health care regulators are active in this country
Input, Output and Throughput
What is the age of the regulatory organization and how many full time equivalents does it employ
How does this organization regulate and is this mainly directed at health care organizations or at health care
professionals
It the regulatory organization entitled to use compulsory matters, and if so what are these
Effectiveness
How does the regulator look at effectiveness
Is this directed at outcome, changes in health care organizations /professional conduct or impact
What distinct future plans were mentioned during either the interview or in the questionnaire
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