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General Introduction
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This thesis is situated against the background of two dilemmas that exist within the medical
field as a whole and the field of public health in particular, which had its influence on studying
and evaluating health care. The first dilemma is how to integrate and sustain prevention and
health promotion interventions that are becoming more and more complex, within the
organisation of routine primary health care practice. The second dilemma concerns how
to evaluate the effectiveness of such interventions in such a way it matches the criteria of
evidence-based medicine and at the same time increases the dissemination of knowledge
gained by these evaluations. In the remainder of this chapter, | will describe these dilemmas
and indicate how I have conducted this doctoral study.

The growing complexity of public health

In the last decades, prevention and health promotion have gained more and more attention
in the health policy domain. In Western countries the pressure on health care systems has
increased, due to demographic changes and technological development. This also applies to
the Netherlands. Due to anincreasing population size and changes in population composition,
health care expenditures have risen and are expected to rise even further. As a consequence
of an increase of elderly and ethnic minorities, as well as an increasing amount of people
with chronic illnesses, health care systems are faced with a growing and changing demand
on health care (de Hollander, Hoeymans et al. 2006; Helderman 2007). The growing attention
for public health policy and suitable prevention and health promotion interventions, aiming
to collectively assure the conditions under which entire populations can be healthy, can be
seen as an attempt to keep Western health care systems affordable (Hunter 2003; Mathar and
Jansen 2010a).

Whereas earlier types of prevention activities, like overall sanitation and basic
hygienic improvements, did improve the overall health status of Western populations, current
prevention activities do not have the same level of impact. In fact, the impact and effect of
public health policy initiatives by means of contemporary prevention and health promotion
interventions, is often questioned (cf. (Hunter 2003)). The effect they have on the improvement
of population health is in any case more difficult to assess. Despite an overall improvement
in the population’s health, health inequalities in society remain and have even become
larger, creating a prevention paradox (see e.g. (Rose 1985; Hunt and Emslie 2001; Allebeck
2008)). Due to findings that inequalities in health could be linked to specific subpopulations,
interventions have become targeted at such populations and aim at eliminating health
inequalities of the so-called hard-to-reach groups in society, like elderly, youth, people with

9



low socioeconomic status, ethnic minorities and marginalised groups (e.g. (Barnett, van
Beurden et al. 2004; Mukoma and Flisher 2004; Benoit, Jansson et al. 2005; King and Nazareth
2006; Wallerstein and Duran 2006)). With this diversity in subpopulations to be targeted, a
growing combination of strategies for improving the health of these subpopulations became
in use. Where the earlier types of interventions used a single strategy (i.e. providing general
health information by means of national health campaigns, health information leaflets, or
behavioural interventions etc.), current prevention activities use multiple strategies in which
educational interventions are combined with behavioural interventions. Current prevention
activities are focused on improving the knowledge of individuals about the interrelatedness
of (chronic) diseases with lifestyles, and on changing the individuals' attitudes, self-efficacy
expectations, and awareness of one’s behaviour (Edwards, Mill et al. 2004).

Inthe field of public health, as a consequence of developments in medicine in general,
the realisation grew that initiatives to improve population health could only be achieved in
combination with better health service delivery and organisational restructuring of primary
health care (cf.(Hunter 2003)). With the publication of the two well-known reports of the
leading US Institute of Medicine (IOM) “To err is human”and “Crossing the quality chasm” (IOM
2000; 2001), the field of medicine came to realise that the improvement of quality in health
care was not only achieved with medical interventions that proved effective, but also with the
organisational restructuring of health care. In the IOM reports, quality problems in health care
are depicted as problems of performance, i.e. as a chasm between what the quality of health
care should and could be and what it actually was. According to the IOM the health care
delivery system is not sufficiently able to translate knowledge into practice. Human errors in
care occur due to unstandardised medical decision-making and variation in medical practice.
Even quality management and ICT supported decision-support systems, believed to reduce
human error in health care, are lacking (de Mul 2009). In 2000 and 2004 the Dutch Health
Council of the Netherlands, like the IOM, reported ‘a gap between knowledge and practice’in
Dutch health care (Gezondheidsraad 2000; 2004). The reports state that the evidence-base of
health care was poor. Although much medical evidence about the effectiveness and efficacy
of medical treatments and interventions are already known and widely accessible, in primary
health care practice - as in the whole of medicine - the delivery of care is not guided by
this evidence but mainly by the tacit and experiential knowledge of its professionals. In fact,
patient care is not delivered based upon the latest evidence, nor is it delivered in a uniform
and standardised manner leading to a variety in primary health care practices that is assumed
to endanger patient care and safety. Therefore, the quality of primary care is better served
with organisational restructuring: an extensive focus on prevention and health promotion
activities, multidisciplinary approaches and the provision of services aligned with the growing
ethnic and cultural diversity in society (cf. (Richards, Carley et al. 2000; Fulop, Allen et al. 2003;
Gezondheidsraad 2004; Brotons, Bjorkelind et al. 2005)).

In order to improve the quality of public health, it is believed that not only should the
organisation of primary health care delivery be restructured, the scientific practice of public
health would have to be restructured as well (cf.(Sen 2003)). With Evidence-Based Medicine
(EBM) permeating all fields of medicine, including the field of public health, the belief grew
that rigorously collected scientific evidence would result in high quality medical practice
as well as public health practice (cf.(Sackett and Rosenberg 1995; Sackett, Rosenberg et al.
1996a; Sackett, Rosenberg et al. 1996b)). EBM is heavily reliant on the randomised controlled
trial (RCT) methodology as being the ‘gold standard’ of evidence (Hunter 2003; Timmermans
and Berg 2003a). In fact, the focus in medical scientific research on the RCT methodology
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indicates the wide consensus that RCTs and meta-reviews of RCTs provide the best method of
filtering out beneficial interventions from those that have no important effects or are positively
harmful, and identifying those treatments that are likely to be most cost-effective (Blakemore
and Davidson 2006). However, the evidence produced by means of this methodology does
not translate and disseminate easily into routine medical practice. It is often reported that
new medical interventions or treatments when applied in routine medical practice do not
achieve the same level of benefit, are not effective at all and/or do not disseminate into
other medical settings than the ones in which they were tested (Glasgow, Lichtenstein et
al. 2003; Blakemore and Davidson 2006). This proves the use of evidence and knowledge in
routine medical practice to be a very complex process that does not correspond with the
evidence and knowledge produced with the RCT methodology. Therefore, as organisational
restructuring of primary care is considered to foster the improvement of population health, it
is believed this can only be achieved with evidence and knowledge that is of more practical
use in routine medical practice. The quality of the evidence needs to improve too.

The growing complexity within the field of public health, as described above, is
not only found in the growing diversity of interventions using multiple strategies, or in the
growing difficulties of fitting these interventions in routine medical practice. It is also found
in the changing social and political relations in society. These changing social and political
relations resulted in a paradigmatic shift in societal thinking about solidarity and individual
responsibility which also permeated the field of public health. As many sociologists studying
prevention and health promotion have indicated, the most distinctive feature of today’s
prevention and health promotion interventions is their emphasis on the facilitation of healthy
lives (Bunton, Nettleton et al. 1995; Burrows, Nettleton et al. 1995). In order to have individuals
change their lifestyles to healthier ones, prevention and health promotion not only address
individuals directly via interventions, they also encourage the creation and implementation
of public health policies that actually direct individuals to live healthier lives (Bunton,
Nettleton et al. 1995). As a result, these sociologists have argued that current prevention and
health promotion interventions reflect as well as foster changes in the patterning of solidarity
and the distribution of responsibility. Thus, they implicitly carry a strong moral programme
towards an individualisation of health care responsibility. In other words, health is not only
seen a responsibility of the State or as the responsibility of health care deliverers, it is foremost
a responsibility of individuals themselves.! This shift can be interpreted as a change in the
State-Subject relationship, or better the emergence of a new moral regime in society, that
places the responsibility for health and illness as a dual responsibility of the State, the actual
health care deliverers and of citizens (cf.(Mathar and Jansen 2010b; 2010a)).

The diversity of interventions and strategies used, the extensive focus on
organisational restructuring of primary health care delivery and the changing views on
collective and individual responsibility to health, make public health inherently complex
which makes the implementation of public health policy and interventions increasingly
difficult (cf. (Hunter 2003)). Together these aspects of prevention and health promotion are
considered to have a high potential benefit for population health. The complexity however
also provides a dilemma for evaluating the effectiveness and impact of public health initiatives
to which I now turn.

1 This last paragraph has been published earlier, and has been reprinted with approval of the publisher. See for a
more elaborate description (Mathar and Jansen 2010b; Mathar and Jansen 2010a).
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Changing modes of evaluation

Because of theinherent complexity of public health programmes, the effectiveness and impact
of prevention and health promotion interventions is difficult to establish. Over the years
numerous scholars have argued that, in order to improve the translation and dissemination
of scientific research findings into routine medical practice, additional modes of evaluating
effectiveness need to be developed as the conventional RCT methodology has proven not to
be suitable for evaluating effects of complex prevention and health promotion interventions
(see e.g. (Susser 1995; Nutbeam 1996; Macdonald 2000; Black 2001; Twinn 2001; Macdonald
2002; Glasgow, Lichtenstein et al. 2003; Hunter 2003; Blackwood 2006)). Therefore, pragmatic
modes of evaluation, like the pragmatic trial methodology, came up as an alternative to
the conventional RCT methodology. Where conventional RCTs focus on establishing the
effectiveness of new medical interventions and treatments under laboratory-like conditions
- through the use of randomisation procedures, blinding, homogenous patient populations,
standardisation of intervention procedures and statistical analysis — the pragmatic trial
methodology is more practice based in nature. The pragmatic trial methodology focuses
on establishing the effectiveness of new medical interventions and treatments in routine
medical practice (Schwartz and Lellouch 1967; Armitage 1998; Hotopf, Churchill et al.
1999; Helms 2002; Hotopf 2002; Knatterud 2002; MacPherson 2004), in which it is allowed
for interventions to incorporate variations in practice at different sites and for targeting a
heterogeneous patient population. In other words, the pragmatic trial methodology allows
for taking the complexity of routine medical practice and decision-making into its design.
The notion behind this is that if evidence is produced under conditions similar to‘real medical
practice] this evidence disseminates much easier from the test settings into routine medical
care (Visser 2000; Wolff 2001; Stange, Goodwin et al. 2003).

Moreover, besides pragmatic modes of evaluation, the notion grew that evaluating
the process of implementation of prevention and health promotion interventions in routine
medical practice when establishing its effect and impact was important (Burton, Goodlad
et al. 2006). The contextual information of the conditions under which interventions were
implemented and carried out in routine care is believed to provide in depth information
relevantforthetranslation and dissemination of evidence and knowledge into routine practice.
This development started a trend towards the application of mixed methods research designs
for evaluation purposes, in which qualitative research methods were used alongside RCT/
pragmatic trials or large scale quality improvement programmes (Grol 2001; @vretveit and
Gustafson 2002). In the Netherlands, these developments gave rise to a quality improvement
movement that experimented with these new modes of evaluation. Programmes like
‘Working Differently’ (Anders Werken), ‘Better Faster’ (Sneller Beter), and ‘Care for Better’ (Zorg
voor Beter)? were developed to introduce quality improvement processes throughout the
whole medical sector. In public health settings, similar programmes were established, such
as the ‘Better Prevention’ (‘Beter voorkomen’) programme. With these programmes attempts
were made to overcome the gap between scientific practice that produces knowledge on
effectiveness and health care practice where this knowledge is not applicable. Although these
programmes do have a slightly different focus, they were all based upon the same principles.

2 See for more elaborate descriptions of these programmes (Berg and Bergen 2003; Zuiderent, Bal et al. 2004;
Bal and de Bont 2005; Dtickers, de Bruijn et al. 2006; Diickers and Wagner 2007; van den Berg, Frenken et al. 2009;
Zuiderent-Jerak, Strating et al. 2009; Broer, Nieboer et al. 2010)
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On the one hand, they focused on improving health care delivery and quality through the
standardisation and reorganisation of health care practices. On the other hand, they tried to
improve health care delivery and quality through reorganising scientific practices to ensure
the use and translation of scientific medical evidence in routine medical practice by using
pragmatic modes of evaluation.

A unique project: the Quattro Study?

The developments described in the sections above formed the background of the Quattro
Study, which was the study object of my thesis research. Quattro was a unique project. It
incorporated the aforementioned developments and was based upon three assumptions on
the improvement of health care delivery and quality. Firstly, the Quattro Study focused on a
combination of prevention and health promotion activities in deprived neighbourhoods, in
order to improve delivery and quality of care in these neighbourhoods and improve the health
outcomes of its inhabitants. The study focused on reducing the risk to cardiovascular diseases
in low SES and ethnic minority inhabitants of deprived neighbourhoods. Secondly, in order
for the reorganisation of primary health practice to take place, the Quattro Study applied an
approach for tailoring the intervention to practice needs. It was assumed that if primary health
care professionals were closely involved in the development and implementation of new
organisational structures, work practices and supportive protocols, organisational changes
would become sustainable. And lastly, the project applied the pragmatic trial methodology,
as it was assumed that the use of new modes of evaluation corresponded best with the
complexity of the intervention and would lead to a better dissemination of knowledge and
the uptake of such interventions into routine primary care.

Even though much of the complexity of the setting had been taken aboard in
designing both the intervention and its evaluation, the Quattro Study proved to be far
more difficult to embed into routine primary care practice and to evaluate its outcomes
in health and effectiveness than planned (EI Fakiri 2008). The research described in this
thesis arose in April 2003 from the pressing dilemma the Quattro Study project found itself
confronted with. At that time, the Quattro Study was already running for over a year and the
implementation of the new organisational structure in the participating primary health care
centres remained difficult and a reoccurring issue. As part of the Quattro Study project, | - as
an anthropologist - was asked to study the implementation of the Quattro Study intervention
in the participating primary health care centres. The information and insights | would gather
were to be used as feedback on the preconditions important to the implementation and
execution of complex interventions in primary care, in order to refine the mode of evaluation
and the intervention studied. | saw this as an opportunity to ethnographically study what the
pragmatic trial methodology as a new mode of evaluation of complex prevention and health
promotion interventions comprised, and how the project’s researchers, primary health care
professionals, and participating patients mutually shaped the intervention and influenced
the intervention’s delivery and its outcomes.

Aim and research questions
The aim of this thesis is to understand the pragmatic trial methodology — a new mode of

3 See for a full description of the Quattro Study project, the methodology it applied and the outcomes of the
study (El Fakiri and Foets 2005; El Fakiri, Hoes et al. 2008).
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evaluating complex interventions in prevention and health promotion - as an infrastructure
for organisational change in primary health care.

The research questions this thesis addresses are:

1. How are methodological dilemmas stemming from standardisation and localisation
dealt with in pragmatic trial research?

2. How does the pragmatic trial methodology allow for tailoring complex interventions
to primary health care organisations?

3. What is the role of scientific instruments, such as screenings instruments and risk
profile assessments, used within the pragmatic trial methodology for routine
medical practice?

4. What is the role of mixed methods research in the development of complex
interventions in prevention and health promotion and how does qualitative research
contribute to evaluation in pragmatic trial methodology?

Theoretical perspective

In order to understand the pragmatic trial methodology as an infrastructure for organisational
change, and to answer the above research questions, | make use of theoretical perspectives
developed in the field of Science and Technology Studies (STS), which focus on the nature
and organisation of scientific practice, the production of scientific facts and the relation of
science and society. In particular the work of different STS scholars that have studied the
randomised controlled trial (RCT) methodology in medicine has inspired this thesis.

Based upon the work of scholars from the sociology of science who have studied the
nature and organisation of scientific work in different settings, the role of social conventions
in establishing consensus on scientific facts (e.g. (Latour and Woolgar 1986; Latour 1987; Knorr
Cetina 1995; 2003)), Marks describes the methodological developments in medical research
that has led the RCT methodology to become the ideal design for the assessment of medical
treatments. In his publications “Notes from the Underground; the Social Organization of
Therapeutic Research” (Marks 1988) and “The Progress of Experiment” (Marks 1997), he shows
how the organisation and conduct of clinical experiments have been radically transformed by
medicine’s encounter with the discipline of statistics. He argues that the trend of increasing
standardisation and regulation in medical research and therapeutic practice was induced by
a growing distrust in personal judgement in medical professional practice combined with an
increasing emphasis on efficiency in contemporary society. The logic of randomisation and
significance-testing apparent in the disciplines of statistics and clinical decision-making has
been embraced to reform and regulate therapeutic practice and establish uniformity and
neutrality in clinical research by undoing it from its subjective interpretation.

In concordance to the work of Porter and Hacking, Marks shows - specifically for
the field of medicine - the interrelatedness of societal thinking and scientific practice. Both
Porter (Porter 1995) and Hacking (Hacking 1990), have argued that scientific reasoning reliant
on standardised procedures and statistics became of importance in democratic societies as it
was believed to provide objective knowledge that is reduced from subjective interpretation.
Porter argued that the growing reliance of a democratic society on bureaucratic authority
and objectivity has developed in tandem with the pursuit of objectivity and rationalisation in
science. In fact, due to democratic societies dealing with growing complexity in society — in
order to inform public policies for dealing with this complexity — they made an increasing
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appeal to science for its complex systems of standardised procedures for the production of
scientific knowledge that is objective and carefully filtered from subjective interpretation.
Through the use of mathematical and logical reasoning, statistical instruments and explicit
methodological rules of practice, science has come to function as a ‘technology of trust; in
which “scientific objectivity [...] provides an answer to a moral demand for impartiality and
fairness” (Porter 1995). In addition to Porter, Hacking has shown that this shift in scientific
reasoning based upon statistics and standardised procedures, is part of the modern project
of the ‘taming of chance’ (Hacking 1990). Aided by statistics and the explanatory power of
statistical patterns, nature became perceived as predictable and controllable by science.
This has led, as Hacking argues, to a growing dependability of democratic societies on
probabilistic reasoning and enumeration. In other words, public policy became more and
more reliant on the scientific production of numerical and probabilistic evidence to counter
nature’s hazards and provided democratic societies the authority and the legitimisation to
tackle societal problems with adequate policies and to care for the public’s well-being in the
modern welfare state.

With the work of the aforementioned scholars pointing to the interrelatedness
of societal reasoning and scientific practice in relation to the production of evidence and
knowledge, the work of Dehue points to the performativity of the RCT methodology in
the production of evidence and knowledge. In her work, she shows the historical context
of randomisation procedures and grouping in social experimentation. She argues that the
strive for objectivity throughout the twentieth century - as also Porter and Hacking argued
- resulted in the hegemony of randomisation procedures as the ‘gold standard’ for the
efficient production of credible evidence. She shows this by presenting a historiography of
randomisation in psychophysical research (Dehue 1997). Whereas in earlier psychophysical
studies randomisation procedures were used to determine the order in which subjects were
exposed to experimental and control situations, in contemporary experiments randomisation
procedures are used to construct experimental and control groups of subjects. The technique
of constructing groups at random became the ideal for the ‘true experiment’: the randomised
controlled experiment or RCT became the ideal for ensuring the comparability of experimental
and control groups and the proper way of evaluating effectiveness of interventions (Dehue
1997). She further argues that the application of the RCT methodology is not a matter of
applying a transcendental “logic of science” by neutral scientific researchers. Her historical
analysis shows that the contemporary definition of the randomised controlled experiment
did not originate in a natural science lab, but in the closely intertwined realms of social
administration and social research (Dehue 2001).

In arguing so, Dehue challenges the neutrality of the RCT methodology. She argues
that the RCT methodology and the objectivity it depicts never fully discards expert discretion
as standardised research involves much deliberations, interpretation and consensus formation
(Dehue 2004). She argues that the RCT design used in social sciences and in medicine in
particular, embodies three interrelated principles. Firstly, the principle that‘objectivity’should
be defined in terms of standardised impersonal procedures; secondly, that instantaneous
effectiveness of ameliorative interventions should be demonstrated unambiguously; and
finally, that such interventions should be directed at individuals in need of integration into
the given social order. These principles provide the RCT methodology its image of neutrality.
However, an RCT as a technical procedure does not depict reality as it is, but reshapes reality
according to itsimage and procedures and therefore is in itself not neutral; instead it‘performs’
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reality (Dehue 2001; 2002). In order to conduct experiments, researchers need procedures,
definitions and classifications for diagnosing physical conditions and the behaviour of
subjects, which are based on conventions and extensive deliberations among scientific peers.
Therefore, the RCT methodology and the outcomes they produce are formed and shaped by
the practice of researchers and their scientific conventions.

The same argumentation can also be found in the work of Bartholomée. Besides that
her work also shows that experiments remake reality and create phenomena through the
procedures that are established to discover them, she furthers the argumentation by showing
how the measurements used in experiments and numerical evidence they produces also
create new realities (Bartholomée 2004). Whereas Dehue argued that the RCT methodology
and its outcomes are shaped by the practice of researchers and their scientific conventions,
Bartholomée argues that the RCT methodology also shapes and formalises scientific practice.
In fact, she argues that experiments and measurements used to evaluate the experiments
shape their own reality by carefully fitting researchers as well as their subjects to an
experimental mould. Both researchers and subjects become disciplined to act according
to the experiment. Researchers are disciplined to follow the required strict procedures to
retain control over what happens and participants or subjects are disciplined to realign their
identity with the behavioural conduct prescribed in the experiment. The measurements
and the numerical data they produce provide the proof of how well both researchers and
subjects are disciplined or not. Therewith, she argues, social experimentation — of which the
RCT methodology is an example - is normative in its essence.

The point of normativity is also found in the work of Horstman and Houtepen. In their
book“Wrestling with a healthy life” (“Worstelen met gezond leven”) (Horstman and Houtepen
2005), the authors have analysed a community-based prevention and health promotion
intervention in the Netherlands that was evaluated for its effectiveness by means of the RCT
methodology. They argue that the RCT methodology prevents real effects of prevention
and health promotion interventions from happening, as it is not neutral but intrinsically
normative. The use of the RCT methodology to capture effects of experiments or interventions
underscores a rationalistic manner of reasoning. In fact, this rationalistic perspective that is
embedded in the RCT methodology presumes that the value of evidence and knowledge
can be proven through the standardisation of and control over the operational conditions of
health care practices. However, as prevention work has its own dynamics and thus is hard to
standardise and hard to control, the rationalistic character of the RCT methodology depicts
the practice of prevention work from a narrow perspective. What is depicted is the extent of
standardisation of and control over the practice of prevention work that could be achieved.
In other words, the RCT methodology shows to what extent intended effects are achieved
in interventions, therewith making unintended effects (or side-effects) invisible. Moreover,
the emphasis in the RCT methodology on establishing effect and effectiveness prohibits
health care professionals and patients participating in the interventions studied to act; this
methodology reduces them to instruments necessary for conducting research. Their opinions,
their experience(s) and the adjustments that are made to the interventions during research
are therewith made invisible. In other words, the RCT methodology shows to what extent the
practice of prevention work and the health care professionals and patients are moulded to
the RCT methodology. Therefore, Horstman and Houtepen argue that the RCT design denies
individuals the autonomy and self-responsibility to health that prevention ascribes them.

The work of Timmermans and Berg also is important to mention here. Whereas
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Marks, Dehue and Bartholomée show in their work how the RCT methodology shapes
and forms the scientific practice of medical research, the work of Timmermans and Berg
shows the performativity of the RCT methodology and other formalising and standardising
instruments in routine medical practice. In their work, they show how guidelines, protocols,
classification schemes and other medical technologies are shaped by the routine medical
practices they are implemented and used in (cf. (Berg 1995; 1996; Bowker, Timmermans et al.
1996; Berg 1997; Berg and Lyke 1997; Berg 1998; Berg and Timmermans 2000; Timmermans
and Berg 2003a; 2003b; Timmermans and Mauck 2005)). In their work they argue that de
strive for standardisation and formalisation in health care will always work out differently than
expected. They argue that despite the strive to transform work practices in routine medical
practice, medical technologies, guidelines, protocols and other standardising instruments
become localised and contextualised, changed and reappropriated. In other words, they
become ‘local universalities.

The aforementioned scholars have shown that the RCT methodology became the
ideal type of experimental design due to changes in societal reasoning, and have shown
the RCT as a method for evaluating experiments to be the resultant of the scientific practice
of researchers and their conventions and consensus. They have also shown that the RCT
methodology shapes and is shaped by scientific practice, the participants and the phenomena
that are studied. The RCT methodology is the resultant of changes in societal reasoning and
changes in scientific practice. The fact that the RCT methodology shapes practices as well
is shaped by them, could not have been shown without the use of ethnographic methods.
Both Dehue and Horstman & Houtepen have applied ethnographic methods to inform their
arguments. Ethnographic research, in contrast to the experimentation paradigm, allowed
them the opportunity to be more informative about the cultural and historical context of the
experiments they studied, about the way definitions and classifications constructed outcomes
in the experiments, and about the interpretations and experiences of participants (Dehue
2002; 2004; Horstman and Houtepen 2005). It provided them a reflexive stance towards the
RCT methodology. Although Dehue acknowledges that ethnographic research is not airtight
and free of the researchers’ views and interpretations, she argues ethnographic research to
be a more adequate method than experiments to offer well-informed interpretations (Dehue
2002). Whereas in experiments the definitions and classifications used by researchers remain
inherent and hidden, these are brought to the fore in ethnographic research making them
explicit and part of the argument (Dehue 2004). She goes on to argue that, if embraced in
the experimentation paradigm, with ethnographic research providing more well-informed
contextual information, the combination of experimentation and ethnographic research
would provide the possibility to adapt the criteria of effect to this information (Dehue 2002;
2004).

Taking these aforementioned arguments into account, the RCT methodology
can be defined an infrastructure that connects the realms of science and routine medical
practice. In concordance with the argument of Bowker and Star, in their book ‘Sorting things
out; Classification and its consequences’ (Bowker and Star 2000), the RCT methodology is
a infrastructure that binds scientific researchers and health care professionals, with their
scientific instruments, medical technology, work practices and classification schemes. In fact,
the RCT methodology is an infrastructure for connecting the realms of science and routine
medical practice and‘communities of practice’(cf. (Bowker and Star 2000)). In other words, the
RCT methodology brings the results of scientific practice, the scientific and methodological
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instruments for screening patient populations and performing prevention and health
promotion according to theory-based and evidence-based methods and strategies into
routine medical practice. And it presents science with patient-level data on health outcomes
and workable interventions as the personnel and work processes for monitoring patients’
health is already in place in routine medical practice (cf. (O'Sullivan, Thompson et al. 2005)).

Thusfar, the aforementioned paragraphs can be read as a critique towards the
RCT methodology and not so much to the pragmatic trial methodology per se. However,
pragmatic trial researchers do also — though partly — underscore this critique. According to
them, the RCT methodology and the instruments it uses function as an experimental mould
that standardises reality too much and does not produce evidence that is usable in real health
care practice. The pragmatic trial methodology tries to incorporate the critique as formulated
by the aforementioned scholars into its design. As a derivate of the RCT methodology, the
pragmatic trial methodology is in that sense ‘the best of both worlds’: it provides the freedom
to health care professionals to organise the intervention format and its core elements to fit
their local context, organisational circumstances and work processes, and it corresponds
to the societal emphasis on rationalisation to establish the effectiveness according to the
criteria of sound scientific evaluation research and a validated trial methodology (see e.g.
(Schwartz and Lellouch 1967; Haynes 1999)). In other words, the pragmatic trial methodology
is a infrastructure - different from the RCT methodology - for organisational change as the
pragmatic trial methodology underscores the importance of health care professionals and
participants as co-constructors and co-producers of interventions and their outcomes. The
pragmatic trial methodology is therefore focused on the evaluation of interventions as they
are shaped and formed in routine medical practice.

The scholarly work described above provides the framework for this thesis research. In fact,
it also determines the research methods employed in this research. Three basic principles
for STS research guided the choice to apply an ethnographic case study design (cf.(Hackett,
Amsterdamska et al. 2008)).

1. A thorough research of formalised work practices (e.g.(Bowker and Star 2000;
Timmermans and Berg 2003a)). In this respect, this research is about describing and
analysing what happens in the practices of pragmatic trial research and primary
health care when performing and evaluating the effectiveness of a complex
prevention and health promotion intervention. Thus it is about how the pragmatic
trial methodology, its measurements and the numerical evidence that is produced
structure, standardise and formalise both scientific practice and the practice of
primary health care. An in-depth analysis of work practices is only possible with
ethnographic methods.

2. View researchers and participants as co-constructors and co-producers of the
pragmatic trial methodology and its measurements and outcomes (e.g.(Latour and
Woolgar 1986; Latour 1987; Knorr Cetina 1995; 2003)). In other words, this research
studies what the pragmatic trial researchers, primary health care professionals
and participating patients actually do in the Quattro Study; how the pragmatic
trial researchers conduct the evaluation procedures and how primary health care
professionals and patients perform and participate in the intervention in routine
medical practice. Through showing this, it is possible to show how the human actors
shaped the intervention, the pragmatic trial design and its outcomes.
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3. The use of scientific concepts to understand the functioning of the pragmatic trial
methodology and its instruments in relation to the routine medical practices the
complex prevention and health promotion interventions are implemented and used
in (e.g.(Jasanoff 2005)). In other words, this research is about coming to understand
scientific practice of generating scientific evidence to inform public health policy
and routine medical practice mutually shaping the pragmatic trial methodology.
Through the use of scientific and theoretical concepts the ethnographic findings
provide insight into how pragmatic trial researchers, health care professionals and
patients use and define concepts. Through showing this it contributes to the further
understanding of the methodology used.

Methods

An ethnographic case study research was considered suitable as it enables to explore
a phenomenon in depth in its natural setting (Segers and Hutjes 1999), using a variety of
data collection methods over a sustained period of time (Creswell 2003). Case studies are
particularly suitable for the analysis of relations, actions and interactions of various actors
involved and to identify the differences in perceptions (Segers and Hutjes 1999). For these
reasons, an ethnographic case study design was considered an appropriate research
strategy to further the understanding of the pragmatic trial methodology as a new mode
of evaluation and as an infrastructure for organisational change in primary health care. It
provided the opportunity to explore and explain what the Quattro Study project comprised,
how the project’s researchers, primary health care professionals, evaluation techniques and
participating patients mutually shaped the intervention, and influenced the intervention’s
delivery and its outcomes. In other words, an ethnographic case study design enabled to study
how the project’s researchers developed and evaluated the intervention, how the screening
instruments and risk profile assessments used functioned in relation to the intervention and
its evaluation, how the intervention was delivered in primary health care practices, how
both health care professionals and patients actually participated in the intervention. As ten
Have illuminated (ten Have 1999), ethnographic research is used to thoroughly describe the
daily routines of participants from an insider’s perspective. In other words, an ethnographic
design was chosen because it was considered a suitable way to see the ‘real’ actions of all the
actors — both human and non-human - in this study, without any a priori implicit or explicit
interpretations of those actions of the people observed (cf. (Garfinkel 2003)).

In concordance with an ethnographic case study design, a variety of data collection
methods were applied. Participant observations were conducted of the actions of the
project’s researchers, primary health care professionals and participating patients. Semi-
structured face-to-face interviews were held with practice nurses, researchers of the Quattro
Study project and patients. And documents about the project were collected: minutes of
meetings, the project’s questionnaires, health information leaflets, the project’s newsletters,
etc. Each of the chapters outlines the specific methodology used.
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Outline of the thesis

Chapter 1 provides a detailed description and analysis of the difficulties that arise in
conducting research by means of the pragmatic trial methodology. The chapter shows that the
pragmatic trial design used for evaluating the effectiveness of interventions, in fact provides
methodological problems when evaluating effect of interventions performed in routine
primary health care practice. Pragmatic trial researchers find themselves confronted with
dilemmas of balancing scientific rigour and pragmatism, standardisation and localisation.
The chapter argues that, as the pragmatic trial methodology holds the premise of being
both ‘pragmatic’ (enabling the uptake of intervention in routine primary health care) as well
as ‘systematic’ (establishing the effectiveness of interventions by means of experimental
design), ethnographic research is imperative to pragmatic trial research as its provides the
methodological and practical reflection needed to understand the dynamic process of
continuous interactions between scientific practice and primary health care practice.

Whereas in chapter 1 the focus is on the difficulties that arise in the scientific practice
of pragmatic trial research, in chapter 2 the difficulties that arise when performing an
intervention evaluated by means of the pragmatic trial methodology in the practice of primary
health care are foregrounded. This chapter shows that in order to embed the intervention
and its evaluation in routine primary health care practice the application of a tailor-made
approach is not enough. Additional instruments, like guidelines, are needed to change and
adapt existing interprofessional relations between primary health care professionals. The
chapter argues that in order to fully incorporate a tailor-made approach into the pragmatic
trial methodology and/or routine primary care practice, a different kind of evaluation of
effectiveness is needed that combines both quantitative and qualitative forms of evaluations.

The need to combine quantitative and qualitative modes of evaluation — pragmatic trials
combined with qualitative and/or ethnographic research - for the evaluation of complex
prevention and health promotion interventions has been acknowledged for better
understanding and evaluating the growing complexity of both health care and health care
interventions and for making appropriate adjustments to interventions and evaluative
designs. Chapter 3 provides a review of literature to show how qualitative research within the
context of pragmatic trials actually contributes to the development of complex interventions
to be performed in primary health care. The chapter shows that the contribution of
qualitative research insights is limited as of yet. In fact, the chapter argues that qualitative
research insights, as found in the literature, may not contribute to adjust interventions during
development, nor during evaluation. Qualitative research insights may only contribute to the
interpretation of effectiveness after the evaluation period by means of process evaluations.
Herewith it is argued that despite the contribution qualitative research insights can have, the
pragmatic trial methodology standardises both the content and delivery of interventions.
The interventions evaluated by means of the pragmatic trial methodology are still considered
to resemble the original intervention as much as possible.

In Chapter 4 the argument thatethnographicresearchisimperative to pragmatic trial research
is taken up again. In this chapter the role of screening methods and risk profile assessments,
used to monitor the progress in behavioural and or lifestyle change in individual patients
participating in prevention and health promotion interventions, is examined. The chapter
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argues that ethnographic research is indeed imperative, as pragmatic trial methodology
needs to redefine the problems of effectiveness and performance. In fact, it is argued that
if one takes into account the internal dynamics and logics of medicine in practice and the
functioning of screening methods and risk profile assessments when evaluating effectiveness
of interventions seriously, a different definition of effectiveness is needed. In this chapter it is
shown that such instruments do have effects themselves that are not considered as such in the
‘original’ pragmatic trial methodology. Herewith the chapter argues that qualitative research
should be part of the definition of effectiveness from the development of interventions
onwards.

Chapter 5 furthers this argument. In this chapter, through following all the actors - both
human and non-human - in the intervention, it is argued that ethnographic research should
also be part of the definition of the ‘problem of performance’ It is argued that ethnographic
research and the reflexive stance it can provide should become an integral part of prevention
and health promotion interventions. Only then ethnographic research can take up the
intermediary role and provide insights and formative feedback on what is being evaluated
and how effectiveness is and should be defined. In other words, it is argued that besides
being part of the ‘problem of effectiveness’ ethnographic research should also be part of
the ‘problem of performance’. Only than can good quality prevention and health promotion
delivered in primary health care be provided that is tailored to the specific health problems
and needs of populations resulting in an improvement of the overall public’s health.

In the general conclusion the questions raised in the general introduction are addressed.
The focus in this thesis on the pragmatic trial methodology as a new mode of evaluation
of complex prevention and health promotion interventions in primary health care enables
to provide a fundamental rethinking of the pragmatic trial methodology. As this thesis
showed, the pragmatic trial methodology can be redefined as an infrastructure as it provided
an intervention that proved to be the vehicle to bring in guidelines for the change in
interprofessional relations and altering work practices. Moreover, the screening methods
and risk assessments the pragmatic trial brought to the primary health care practices, proved
to be vehicles for primary health care professionals to tackle patients’ social problems first
that prohibit achieving lifestyle change before targeting health risk behaviours. In fact,
the pragmatic trial and the intervention it developed proved to be an infrastructure for
changing work practices in primary care. Therefore, it is argued that the scope of evaluating
the impact of interventions in medical care by means of the pragmatic trial methodology
should be broadened, as the emphasis on establishing the success or failure — inherent to the
methodology used - refuses to acknowledge non-anticipated effects as genuine effects of
interventions.
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Abstract

Background

The aim of this paper is to show how researchers balance between scientific rigour and localisation in
conducting pragmatic trial research. Our case is the Quattro Study, a pragmatic trial on the effectiveness
of multidisciplinary patient care teams used in primary health care centres in deprived neighbourhoods
of two major cities in the Netherlands for intensified secondary prevention of cardiovascular diseases.

Methods

For this study an ethnographic design was used. We observed and interviewed the researchers and
the practice nurses. All gathered research documents, transcribed observations and interviews were
analysed thematically.

Results

Conducting a pragmatic trial is a continuous balancing act between meeting methodological demands
and implementing a complex intervention in routine primary health care. As an effect, the research
design had to be adjusted pragmatically several times and the intervention that was meant to be tailor-
made became a rather stringent procedure.

Conclusions
A pragmatic trial research is a dynamic process that, in order to be able to assess the validity and
reliability of any effects of interventions must also have a continuous process of methodological and

practical reflection. Ethnographic analysis, as we show, is therefore of complementary value.
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Background

The question has been raised to what extent evidence from controlled clinical trials on
prevention interventions is of value in the routine clinical practice of primary care (Barnes,
Stein et al. 1999; Nutbeam 1999; McQueen 2000; Leys 2003; Anderson, Brownson et al.
2005; Druss 2005). Explanatory trials, the randomised controlled trials (RCTs) measuring the
treatments’ efficacy, meet the criteria for valid evaluation through randomisation, recruiting
a sufficiently large number of subjects and using control situations (Roland and Torgerson
1998; Blair 2004; MacPherson 2004) plus reliable measurements. Pragmatic trials, as opposed
to explanatory RCTs, measure the effectiveness of treatments in routine clinical practice
(Schwartz and Lellouch 1967; Armitage 1998; Roland and Torgerson 1998). In pragmatic trials,
the definition of the treatments is more or less standardised to correspond with daily clinical
decision-making. Additionally, the heterogeneity of patients is reflected, fewer exclusion
criteria are used, and blinding, randomisation and control situations may not always be used.
As Hotopf argues, pragmatic trials are preferable when health care provision and services are
to be evaluated, because their external validity to the extent of their usefulness in routine
clinical practice is not compromised (Hotopf 2002). In the literature, pragmatic trials are
considered to provide a realistic alternative to conventional RCTs (Schwartz and Lellouch
1967; Black 1996; Armitage 1998; Padkin, Rowan et al. 2001).

The way that researchers actually deal with conducting pragmatic trials remains
largely unexplored. In fact, there have been few publications examining the work that goes
into producing evaluative outcomes and managing pragmatic trials or, for that matter, on RCTs
(e.g.(Oakley, Strange et al. 2006)). In this paper we show how researchers balance between
scientific rigour and localisation in pragmatic trial research. Our case is the Quattro Study, a
pragmatic trial on the effectiveness of multidisciplinary patient care teams used in primary
health care centres in deprived neighbourhoods of two major cities in the Netherlands for
intensified secondary prevention of cardiovascular diseases (CVD). To increase the chance of
implementation of this project, a major condition was that the research interference with
daily care routines was kept to a minimum. As the project adopted a ‘tailor made approach,
the GPs and the supportive staff were asked to develop their own procedures for the
program, albeit within preset conditions, as only they could develop guidelines that would fit
into their specific local situation. Our main question was: How do researchers cope with the
methodological dilemmas of localising the execution of the trial in the participating primary
health care centres?

Methods

We used an ethnographic design. By means of participant observations (Spratley 1980;
Creswell 2003; Garfinkel 2003), the first author observed the work of two researchers, a data
manager, and four research assistants from April 2003 till December 2004. In this period, we
also observed 20 research progress meetings. All meetings, observations and conversations
were transcribed. Minutes of the meetings, research protocols, documents and questionnaires
used for the Quattro Study were collected. From April 2003 until December 2004, the first
author observed four out of seven practice nurses in their daily work, each for five workdays.
Throughout each observation, it was possible to ask questions or to request clarification.
Transcripts were made immediately after leaving the health care centres. Audiotaped semi-
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structured interviews were held with the researchers, project leader, data manager and three
practice nurses up to January 2006. All interviews were transcribed immediately after the
interviews and were sent back to the interviewees for member check.

After the observation period, all transcripts, minutes, and research documents were
analysed more in-depth. We analysed all information manually and thematically, establishing
overarching categories.

Study setting

Aim of the Quattro-study was to examine the effectiveness and cost-effectiveness of a
multidisciplinary collaboration between a practice nurse, a peer health educator, the GP, and
assistant in providing intensified preventive care in general practices located in deprived
neighbourhoods. The Quattro Study was a randomised controlled trial (RCT) carried out in
three primary health care centres located in the deprived neighbourhoods of Rotterdam and
The Hague. Patients in the intervention group obtained Quattro-care and three-monthly
assessments of the risk profile. Patients from control group A received usual GP care and
three-monthly risk assessments and the GP as well as the patient were informed about the
results of these measurements. It was thought to be ethically and practically unacceptable
to assess a risk profile and not to inform the patient and GP about the results. However, this
approach of assessing risk and informing patients and GP interferes with daily practice and
may bias the results. Therefore, a blinded control group B was needed to quantify the effect
of the risk assessments. This group received usual GP care and was measured once at the end
of the study.

The follow-up period for the intervention and control group A was 12 months and
the intervention programme lasted 9 months. Participants in the study were patients at high
risk of developing CVD; i.e. patients with a modifiable part of the absolute 10-year risk equal
or greater than 5% contributed by smoking, hypertension or hypercholesterolemia.

The intervention consisted of the formation of a primary care team in the general
practice composed of the GP, assistant, practice nurse and peer health educator (Quattro-care).
Theintervention protocol was based on GP guidelines for hypertension, hypercholesterolemia,
diabetes mellitus, smoking and obesity, and described the procedures for the intervention
team (GP (treatment task), practice nurse (risk assessment, coordination and informative
task), assistant (logistic task) and peer health educator (ethnic specific health education)).
Although the main lines of the protocol were fixed for participating general practices (e.g.
4 structured team meetings of the Quattro-care team and 4 individual education sessions),
the protocol allowed adapting to tailor the intervention to the individual practice needs and
organisation.

The effectiveness of the multidisciplinary collaboration was assessed by comparing
patients from the intervention group with those from control group A after one year follow-
up with regards to the reduction achieved in the absolute 10-year risk of developing CVD.
Control group B, aimed to quantify the effect of structured risk assessments performed in
control group A, was compared with control group A.

The study ran from August 2000 until December 2005. Complementary qualitative
research was considered necessary during the execution of the trial to evaluate feasibility,
implementation and experiences with Quattro-care of health care professionals, patients
and researchers. Ethical approval for the Quattro Study, which also incorporated the
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complementary qualitative research, was obtained from the Health Ethics Board of Erasmus
University Medical Center in Rotterdam.

Results

Pragmatic decisions

Patient recruitment was a major concern in the Quattro Study. The researchers had to adapt
the inclusion procedure to overcome a too homogeneous composition in, and a shortage of,
eligible patients. The research team decided to change the age parameters from 18-70 years
of age to 30-70 years of age in order to ensure a more representable proportion of the target
population (document selection criteria addendum 2). Changing the age parameters in a
study performed in deprived neighbourhoods would prevent a possible over-representation
of indigenous male patients with a high absolute risk of CVD, with little or no elevated
cardiovascular risk factors (document selection criteria addendum 2). Focusing on the
absolute 10-year risk alone for both male and female patients would result in excluding a large
number of eligible, relatively young, predominantly female patients (El Fakiri, Bruijnzeels et al.
2005). The inclusion of sufficient numbers of women, ethnic groups and the prevention of a
possible over-representation of white males became important issues next to the risk of CVD.
The adjustment of inclusion criteria enabled a more accurate representation of the patient
population of the participating health care centres in the intervention.

The participating GPs were able to decide whether patients had to be protected from
the stress of participation because of a too complex medical history (severe co-morbidity).
The GPs vetoed 641 patients (document final report). The reasons for rejection were ‘the
patient being under care of a specialist, ‘the patient being correctly monitored’ or ‘other
reason:...” (document patient risk profile form). This elimination of patients proved to be a
disproportionate part of the eligible group of patients and adopting the GP vetoes would
result in a too small target population needed for the study. Besides, the amount of vetoed
patients was unevenly distributed among the participating GPs, making future comparison
and extrapolation of found effects difficult. To enable the intervention to represent routine
medical decision-making the research team chose to review the vetoed patients and
readmitted 43 patients. Eventually, from the selected 2,263 eligible patients between 30-70
years old and with at least one CVD risk factor, the researchers were able to include 1,665
eligible patients into the study (document final report).

Pragmatic approach and systematic design

For the researchers, blinding patients and preventing contamination between intervention
and control group A patients were major concerns for establishing the effectiveness of the
study. Blinding patients for the health care professional, however, proved to be problematic.
The problems started to develop as soon as the patients arrived at the centres for their
appointments. For the assistants at the reception desks it was unclear to which group a
particular patient belonged and ‘mistakes’ in the allocation of patients were made. Control
group A patients were either seen as intervention group patients when they were not, or
were referred back to the researchers without receiving Quattro care (field notes research
progress meeting 10-09-2003 and 23-03-2004).

30



The research team decided to provide the health care centres with a list of names of
the patients included in intervention and control group A. This point received an additional
remark in the minutes: “Methodologically not really correct, but a concession” (minutes
research progress meeting 10-09-2003). As the researchers provided name lists to the health
care centres, the researchers endangered the internal validity of the project as they informed
the health care centres about which patients belonged to which research group. In the
study design the possibility of contamination was already incorporated, as the centres were
responsible for the internal organisation of the intervention and adjusting the intervention
to the local circumstances (document research proposal). The trial was, therefore, not badly
designed; the research team was merely forced to make it workable for the centres.

From a pragmatic to a systematic intervention

For the researchers the assessment of the effectiveness of the multidisciplinary care teams
was the core of the whole project. They planned the individual patient education sessions
given by the practice nurse and/or migrant health educator. Multidisciplinary team meetings
attended by all four professionals were to follow each other continuously within the centres
(document manual for intervention 2000). This part of the project differed between the care
practices, as multidisciplinary team meetings were either organised (but irregular and without
all health care professionals attending), limited to only practice nurses and GPs, or informal
deliberations. Because all health centres appropriated the intervention towards their own
local circumstances, the set-up of the intervention differed for each centre.

The adjustments in the centres endangered the establishment of the ultimate
effect of the project and were seen as “seriously inconvenient for the study. This way, the trial
becomes impure! (field note research progress meeting 11-05-2004). As a result, the research
team increased its interference in the intervention by having the multidisciplinary team
meetings stringently implemented for establishing the effect of the structural collaborative
care opposed to regular care on the reduction of CVD risk less ambiguously. “[...] if we make
too many concessions the results will drift away from the original idea, meaning we cannot
say anything about the whole project at the end” (conversation researcher 01-06-2004). The
team eventually developed a Quattro guideline for the health care centres to work with and
organised regular supportive intervention progress meetings for the practice nurses and
peer health educators.

The project leader, however, constantly tried to prevent research interference within
the health care centres from happening because, for him, these differences in practice
were not a problem but important for gaining insight into what kind of organisational
preconditions primary health care must meet if the implementation of prevention projects is
to be successful (conversation project leader 10-09-2003). “To be able to say anything about
the effects of such a prevention project in real life practice, the trial has to have as little contact
with the actual intervention as possible” (conversation project leader 10-09-2003).

From a pragmatic to a systematic follow-up

For establishing the effectiveness of the project, the researchers needed to be informed by
the professionals about the data from the follow-up. The needed data were the physical
measurements of patients, like BMI, blood pressure, total cholesterol, and fasting capillary
glucose levels (or HbA1c). Moreover, they also needed data to measure the (costs of the)
intervention, such as time spent by all professionals on the specific parts of this project, i.e.
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intake, patient consultations, and multidisciplinary meetings (document research proposal).

Getting the professionals to register and deliver the data, however, proved to be
problematic (minutes research progress meeting 20-01-2004). As a result the researchers took
measures concerning the data collection. First, the research team decided that the forms used
by the health care professionals should contain fixed data, so that the researchers could use
these forms too (minutes research progress meeting 20-01-2004). They also decided “[...] the
research assistants would have to resolve the lacunas in the research data” (field note research
progress meeting 03-02-2004). However, some lacunas in data could not be resolved. Data
was either not recorded, and thus the research assistants had to retrieve these missing data
from the health care centres, or patients had not gone for their lab measurements, resulting
in data not being retrievable at all.

The follow-up of patients in this way increasingly became important as measuring
point to establish the effectiveness of the trial, underscoring the systematic nature of the
data collection. As the promise of tailoring the intervention resulted in the professionals
appropriating the follow-up procedures, informing the researchers about the meantime
follow-up results was seen to be an interference with the daily routines. The researchers,
however, had to increase their efforts to collect the meantime follow-up results in order to
be able to establish the effectiveness of the intervention systematically, as missing data in
trials entails a validity problem for analysing the ultimate estimate of effect. The question
to what extent the opportunity of tailoring the intervention and its execution to the local
circumstances of the health care centres would result in appropriations in data collection
was, however, not addressed.

Discussion

Executing a pragmatic trial is a continuous balancing act for the researchers. Researchers
constantly balance between meeting methodological demands to produce a scientifically
rigorous effectiveness study and applying a pragmatic approach to making feasible and
implementing a preventive interventionin primary health care. Both systematicand pragmatic
approaches proved to be difficult to retain. By means of ethnographic analysis, we showed
that the researchers conducting the Quattro Study had to adjust the research to enable
the intervention’s uptake in routine primary care. The researchers adapted the inclusion
procedure to overcome the homogeneous composition of, and a shortage in, eligible patients
and provided the health care professionals the name lists of included patients in order to
restrict the provision of care to research groups. Moreover, the researchers had to increase
their interference in the pragmatic execution of the intervention to have the trial performed
more systematically. The researchers increased their interference in the organisation of the
intervention by having the multidisciplinary team meetings implemented stringently and by
having the data collected as systematically as possible. Our contention is that this balancing
act is not a feature of this specific trial, nor that it points at methodological weaknesses, but a
structural dilemma for pragmatic trials.

Pragmatic trials, we showed in this paper, pose substantial challenges to investigators.
Such trials hold the premise of being both ‘pragmatic’ (enabling the uptake of treatments in
daily care by limning to routine clinical decision-making and incorporating the heterogeneity
of patients and health care professionals) and ‘systematic’ (establishing the effectiveness of
treatments by means of a scientific method of experimental design and predefined outcome
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measures). The constant interaction between research and primary care leads to continuous
adjustments in research and intervention. Reconciling the tensions between the two different
intellectual traditions, as indicated by Campbell et al (Campbell, Fitzpatrick et al. 2000) and
illuminated by Marks (Marks 1997) make the pragmatic and the systematic parts of pragmatic
trials influence each other in opposite directions.

As pragmatic trial research is a dynamic process in which the parts of research and
(health care) practice will be redefined repeatedly, a continuous process of methodological
and practical reflection is imperative. Otherwise, pragmatic trials may end up in being just a
contradiction in terms. So, we do not suggest to solely focus on practical research strategies
for improving study design, trial execution and generalisability of results as advocated by
Campbell et al. (Campbell, Fitzpatrick et al. 2000) and Ward (Ward, King et al. 1999). Neither do
we suggest to focus the research efforts solely on the development of meaningful evidence
about routine care, as is suggested by MacPherson (MacPherson 2004). Stead, we suggest
using qualitative (ethnographic) analyses to evaluate the continuous interference of research
and care in pragmatic trials, especially to be able to assess the validity and reliability of any
effects of interventions (see e.g. (Tones 2000; Visser 2000)). Such analyses, as we experienced
with the Quattro case, help the researchers in both finding and accommodating diversions
between the pragmatic and systematic aspects of pragmatic trial research.

We therefore consider the information acquired by qualitative research important in
both formative (Tones 2000) and process evaluations (Tones 2000) of pragmatic trial projects.
As we were able to provide the researchers with ethnographic information concerning, for
example, the differences in organising the multidisciplinary team meetings and the follow-
up procedures among and within the health care centres, we provided an additional reflexive
dimension for making adjustments in both research and practice. In addition, ethnographic
process evaluations explicate the sequence of actions (Callon 2002) performed in pragmatic
trial projects. Qualitative research not only provides reflection on the inevitability of
adjustments in pragmatic trials, it also provides reflection on the consequences of these
adjustments.

Our ethnographic analysis itself of course also does have certain limitations. One is
that our process evaluation on conducting a pragmatic trial may be biased due to the fact
we only observed one pragmatic trial case. Because we did not observe other researchers
conducting other pragmatic trials, we are aware that our accounts may not be generalisable
in all respects. However, we do argue that balancing pragmatism and systematisation are
structural to all pragmatic trials, although this may take different forms in other pragmatic
trials. Secondly, our accounts may also be biased due to the fact that systematic ethnographic
observations in the Quattro Study only started when the implementation was already
taking place. All information about the project prior to those observations came out of
the project’s archive and on the basis of interviews and may thus be subjected to out-of-
context interpretations. However, we have tried to triangulate all data as much as possible to
overcome these biases.
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Conclusions

Pragmatic trials on complex interventions in primary health care pose substantial challenges
to investigators. As we have shown, pragmatic trial research consists of constant interaction
between research and health care practices; this leads to adjustments in research with
respect to what part of the study should be systematically performed and executed to
answer to scientific demands and what part of the project could have a pragmatic set-up
in the health care centres. In the practice of pragmatic trial research, parts of research and
health care practice will be redefined over and over again. Because pragmatic trial research
is a dynamic process, in order to be able to assess the validity and reliability of any effects
of interventions, it must also have a continuous process of methodological and practical
reflection. Ethnographic analysis, as we showed, is therefore of complementary value.
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Abstract

Background

Tailor-made approaches enable the uptake of interventions as they are seen as a way to overcome
the incompatibility of general interventions with local knowledge about the organisation of routine
medical practice and the relationship between the patients and the professionals in practice. Our case
is the Quattro project which is a prevention programme for cardiovascular diseases in high-risk patients
in primary health care centres in deprived neighbourhoods. This programme was implemented as a
pragmatic trial and foresaw the importance of local knowledge in primary health care and internal, or
locally made, guidelines. The aim of this paper is to show how this prevention programme, which could
be tailored to routine care, was implemented in primary care.

Methods

An ethnographic design was used for this study. We observed and interviewed the researchers and the
practice nurses. All the research documents, observations and transcribed interviews were analysed
thematically.

Results

Our ethnographic process evaluation showed that the opportunity of tailoring intervention procedures
to routine care in a pragmatic trial setting did not result in a well-organised and well-implemented
prevention programme. In fact, the lack of standard protocols hindered the implementation of the
intervention. Although it was not the purpose of this trial, a guideline was developed. Despite the fact
that the developed guideline functioned as a tool, it did not result in the intervention being organised
accordingly. However, the guideline did make tailoring the intervention possible. It provided the
professionals with the key or the instructions needed to achieve organisational change and transform
the existing interprofessional relations.

Conclusions

As tailor-made approaches are developed to enable the uptake of interventions in routine practice,
they are facilitated by the brokering of tools such as guidelines. In our study, guidelines facilitated
organisational change and enabled the transformation of existing interprofessional relations, and thus
made tailoring possible. The attractive flexibility of pragmatic trial design in taking account of local
practice variations may often be overestimated.
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Background

The appropriateness of the randomised controlled trial (RCT) for evaluating complex
interventions is heavily debated (Hawe, Shiell et al. 2004; Audrey, Holliday et al. 2006;
Corrrigan, Cupples et al. 2006). The Quattro project was such a complex intervention. It was
a prevention programme for cardiovascular diseases (CVD) in high-risk patients in primary
health care centres in deprived neighbourhoods. Multidisciplinary care teams (Quattro care-
team) were to support high-risk patients on medicine use, smoking, diet and lifestyle changes.
An RCT requires that a standardised intervention, with statistical measurable outcomes, be
implemented uniformly within a homogenous target audience (Audrey, Holliday et al. 2006).
The notion of standardisation seems, however, to be at odds with more complexinterventions
that have to be implemented in complex health care settings (Hawe, Shiell et al. 2004). While
the outcomes of activities in real life practice may be highly dependent on the characteristics
of the health care providers, the setting and the patients (Black 1996; Hotopf 2002; Audrey,
Holliday et al. 2006; Corrrigan, Cupples et al. 2006), trials of complex interventions are still
considered to resemble the original intervention as much as possible, standardising both the
content and delivery of the intervention (Hawe, Shiell et al. 2004).

In fact, the limited effectiveness of complex interventions is often attributed to the
failure to tailor the design of interventions to local care practices (Corrrigan, Cupples et al.
2006). The uptake of interventions is to be done by tailoring the intervention procedures to
routine clinical decision-making and incorporating the heterogeneity of patients and health
care professionals. It is argued that as an intervention is tailored to the unique characteristics
of each practice, they may be more likely to become incorporated into the structure and
function of daily operations resulting in sustainable effects (Stange, Goodwin et al. 2003).
This is confirmed by findings from studies on the diffusion and adoption of innovations in
clinical practice. The adoption of innovations is often considered to take place according to
linear models, but in practice innovations often have a dynamic and fluid nature resulting in
their adoption - or parts thereof - over time (Dopson, FitzGerald et al. 2002).

To enable the uptake of Quattro care in routine practice, a tailor-made approach was
used. Although the process for the intervention was fixed for participating general practices
(i.e. four structured team meetings of the Quattro-care team and four individual patient
education sessions per patient), local adaptations to the components and form were allowed
to tailor the intervention to individual practice needs and organisation. This tailor-made
approach - with the underlying intention to minimise intrusion into normal daily care - was
meant as an opportunity for the participating health care centres to frame their preferred
procedures for the intervention, instead of following external guidelines that might not be
perfectly applicable to the specific context of these centres and which were seen as externally
generated research interference. In this, the Quattro project followed the procedures of a
pragmatic trial, which aims to measure the effectiveness of interventions under natural - non-
experimental - conditions.

In this paper we are concerned with how the professionals tailored the Quattro
intervention to their practice needs and organisation. So, as in the Quattro project
multidisciplinary care teams had to provide the prevention of CVD by means of a stipulated
process, the participating primary health care centres could tailor their components and form.
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Therefore our main questions for this ethnographic process evaluation of the Quattro project
were: How did the health care professionals tailor the intervention in the participating health
care centres? What role did the provided guideline have in tailoring the implementation of
the intervention? Did the tailor-made approach have advantages for the implementation of
the intervention?

Quattro Care intervention

The Quattro project introduced and evaluated the effectiveness of multidisciplinary patient
care teams for the prevention of cardiovascular diseases (CVD) in three primary health care
centres located in deprived neighbourhoods of Rotterdam and The Hague. The core of the
Quattro project was the collaboration between a practice nurse, a peer health educator, the GP,
and assistant (hence Quattro care) in providing intensified preventive care. Multidisciplinary
patient care teams are thought to improve the quality of care in general practice, as they are
seen as a means of relieving the workload of GPs and to assist them in providing preventive
activities (Steptoe, Doherty et al. 1999; Richards, Carley et al. 2000; Brotons, Bjorkelind et al.
2005; VWS 2005). GPs in deprived neighbourhoods have a great deal of information about
patients, but - due to their high workload - do not use this information for case-finding and
secondary prevention. They lack the time and the organisation to actively invite people
for check-ups (Richards, Carley et al. 2000; Campbell, Hann et al. 2001; Lobo, Frijling et al.
2003; VWS 2005). They do not actively assess risk-profiles either. According to the national
recommendations, they should (Walma, Grundmeijer et al. 1997; Rutten, Verhoeven et al.
1999; Thomas, Van der Weijden et al. 1999; CBO 2000a; 2000b).

The intervention described the main tasks for the intervention team: GP (treatment
task, overall medical responsibility), practice nurse (risk assessment, coordination and
prevention tasks), assistant (logistic task) and peer health educator (ethnic specific health
education)). Each intervention patient was to receive at least four individual patient
education sessions provided by the practice nurse and/or peer health educator. At least four
multidisciplinary team meetings were to be organised by the intervention team professionals
to jointly establish treatment plans for intervention patients and monitor the patients’ risk
profiles based on the particular knowledge and abilities of each professional. Although the
process for the intervention was fixed for participating general practices, adaptations to
the components and form were allowed to tailor the intervention to the individual practice
needs and organisation. The practice nurses were meant to be the coordinating axis of the
rollout and implementation of the intervention in the practices. No additional guidelines
were provided to support this organisation of activities. For the programme the health care
professionals had to use the GP guidelines of the Dutch College of General Practitioners
(NHG), for hypertension, hypercholesterolemia, diabetes mellitus, smoking and obesity.

For this programme patients were selected with a modifiable part of the absolute 10-
year risk on cardiovascular diseases (CVD) of at least 20%, and were randomly assigned to three
groups. Patients in the intervention group were to obtain Quattro-care and three-monthly
assessments of their risk profile from the practice nurses. Patients from control group A were
to receive usual GP care. The assistants were to perform the three-monthly risk assessments
of this group, in order to prohibit contamination of the results of the aforementioned groups.
Both the GPs and the patients were informed about the results of these assessments. It was
thought to be ethically and practically unacceptable to assess a risk-profile and not to inform
the patient and GP about the results. However, this approach of assessing risk and informing
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patients and GP would interfere with daily practice and could bias the results. Therefore, a blind
control group B was needed to quantify the effect of the risk assessments. This group was to
receive usual GP care and was measured once at the end of the study. The effectiveness of the
multidisciplinary collaboration was assessed by comparing patients from the intervention
group with those from control group A after one year follow-up with the outcome measure
defined as the reduction achieved in the absolute 10-year risk of developing CVD. Control
group B, aimed to quantify the effect of structured risk assessments performed in control
group A, was compared with control group A. The follow-up period for the intervention and
control group A was 12 months and the intervention programme lasted 9 months.

The pragmatic trial research team supported the participating primary health care
centres in several ways. They assisted in finding compensation for this programme and the
employment of the practice nurses. They organised an accredited course on organising
effective multidisciplinary team meetings for the health care professionals before the start
of the trial. Moreover, the research team assisted in case finding: they selected the high-risk
patients from the centres’ electronic patient records and were to receive patient monitoring
data to calculate the effectiveness of this prevention project in routine medical practice. The
study ran from August 2000 until December 2005.

Methods

To evaluate feasibility, implementation and experiences with Quattro-care of health care
professionals, patients and researchers, complementary qualitative research was considered
necessary during the execution of the trial. Ethical approval for the Quattro Study, which
also incorporated this complementary qualitative research, was obtained from the Health
Ethics Board of Erasmus University Medical Center in Rotterdam. For our study we used an
ethnographic design (Spratley 1980; Creswell 2003; Garfinkel 2003), as ethnographic process
evaluations of the implementation of interventions and its adaptations in practice are
necessary to be able to assess the validity and reliability of any effects of the interventions
(Tones 2000; Visser 2000; Jansen, Bal et al. 2006).

The first author observed four out of seven practice nurses in their daily work, each
for five workdays each, and the multidisciplinary team meetings they attended from April
2003 till December 2004. Observing and interviewing the practice nurses was chosen as they
had a coordinating key function in the intervention. During the observations no notes were
made, because note taking was felt to intrude on the interactions between the practice nurses
and their patients and colleagues. Written records were made immediately after leaving the
health care centres.

From April 2003 till December 2004, the first author also observed the two
researchers, the data manager, and an average of four research assistants in their work in the
Quattro trial for two work days a week. The research progress meetings that were organised
by the researchers, data manager, and the project leader were also observed. With the
project leader, one of the researchers and the data manager audio taped semi-structured
interviews were held, which were transcribed afterwards. Written records were made of all
meetings, observations and conversations. Minutes of the meetings, research protocols and
questionnaires used for the Quattro Study were also collected. Throughout each observation
it was possible to ask questions or to request clarification.

In addition, semi-structured interviews were held. With three practice nurses audio
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taped semi-structured interviews were held, and with two practice nurses non-audio taped
semi-structured interviews were held due to objections to audio taping. In all interviews the
practice nurses were asked about their experiences with the Quattro Study, their dealings with
patients and their current activities in the primary health care centres. The interviews were
transcribed immediately after the interviews. After the observation period, all transcripts,
personal jot notes, minutes, and research documents were analysed more in-depth. We
analysed all the information thematically through establishing overarching categories by
manually identifying and coding all pieces of information without any predefined categories.
By means of developing overarching categories (taxonomy) of emerging themes overall
descriptions of our findings could be made in more general terms.

Results

Difficulties introducing Quattro care

As the management of participating primary health care centres volunteered to take
part in the Quattro trial, they committed themselves to employing practice nurses for the
implementation of the intervention in the practices (document practice invitation letter). The
practice nurses had to negotiate with their colleagues to plan the implementation and to
fine-tune the exact rollout of the Quattro project in practice.

The practice nurses experienced difficulties introducing Quattro care in their health
care centres. As one of the formally interviewed practice nurses stated about this initial
organisation of the Quattro programme: “It is assumed that practice nurses can apply the
knowledge they learned during their education in an instant, organisational skills that is. This
is not exactly the case. Before such a project is even organised it takes a lot of time deliberating
and coming to agreements with your colleagues assigned to participate in this project on
how the project should and could be organised internally” (interview practice nurse 07-06-
2004).

First, it proved to be difficult for the peer health educators to gain the trust and
confidence of the GPs. In one of the primary health care centres the practice nurse and peer
health educator both agreed that the peer health educator would perform the same activities
as the practice nurse, but only for the immigrant patients. But this was hard to bring about
as the field note shows: “[...] the practice nurse writes a short version of the patient files on paper
so the peer health educator can do her work. As the first author asks her why she does this she
answers: “The peer health educators are not allowed to see the electronic patient records.
Don't ask me the logic behind it, but the GPs decided the peer health educator will not have
access to the system. [...] even though she has already worked here for five years” (field note
24-05-2004). So, although the peer health educators were to be seen as full members of
the intervention team(s), the lack of status to negotiate their role in the intervention team
disabled the peer health educators from becoming full members despite the enabling efforts
of the practice nurses.

Second, the GPs were reluctant to take part: “The GPs consented to the project not
really knowing what was being asked of them [...] that they too had to be involved in the
treatment of patients and not just we as practice nurses, but when they finally realised this the
multidisciplinary meetings were very hard to organise” (conversation practice nurse 12-05-
2004). The GPs were not willing to alter their work schedules and activities to a great extent.
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“The practice nurses all were 'new’in the practices, but fairly soon it became obvious that the
centres had not anticipated their practices would change” (conversation practice nurse 04-11-
2004). Although the practice nurses were to be the coordinating axis of the implementation
of the intervention, they were not able to discard the existing hierarchical positions of
the GPs, peer health educators and assistants. In fact, it complicated the implementation
of the intervention. As the project leader explained: “Quattro Care was set up to evaluate
possible effects after its implementation in the health care centres. [..] It was the intention
to provide the idea of Quattro Care to the health care centres and that they would take care
of the organisational part themselves” (conversation project leader 10-09-2003). The practice
nurses, however, were not able to implement and rollout the intervention in practice. “[...]
It soon became clear to us that for the health care centres this was a problem” (conversation
project leader 10-09-2003).

Thirdly, the decline in manpower and increasing workloads prevented the assistants
of being part of the intervention team. As a result the practice nurses ended up seeing both
intervention and control group patients. In two health care centres, the practice nurses
were former assistants in these centres. When they became practice nurses, the number
of assistants declined thus increasing their workload. To resolve this, the GPs used their
hierarchical position to decide upon the issue at hand. “In the beginning the GPs thought of
Quattro as a good idea. But when they saw it took more time doing intakes and counselling
patients than they thought it would, they decided that the practice nurse would have to see
both the intervention group and control group patients; the assistants already had too much
work” (observation practice nurse 07-06-2004).

Thus, the existing interprofessional relations and local circumstances prohibited
the intervention from being implemented as planned. A lot of effort had to be put into
harmonising different insights and conflicting values. As all the centres employed multiple
GPs and assistants - with their specialist medical interests - alongside only a minimal number
of practice nurses and peer health educators, first basic organisational agreements had to be
made about the formation of the intervention team and their deployment.

Tailoring and standardisation: the Quattro Guideline

Confronted with these problems the researchers questioned whether they had to develop
a quideline for the intervention to increase the fidelity to the intervention’s key component:
the multidisciplinary meetings. However, within the research team two different opinions
prevailed about the researchers’ role as interveners in the organisation of the centres. On
the one hand, developing a guideline did not correspond with the tailor-made approach,
as it meant externally generated research interference with the normal way of working. As
the project leader explained: “In order to provide a ‘good’ implementation, one of the researchers
developed a protocol based on the existing standards on hypertension, cholesterol, diabetes,
etcetera. | opposed this at first [...] there must be as little as possible contact between the
trial and the actual intervention” (conversation project leader 10-09-2003). Although research
interference in daily care should be avoided for objectivity reasons, for the project leader
this was not the main argument. For him, minimising research interference was about not
forcing the health care professionals to use imposed (externally made) guidelines that do
not fit the local organisational circumstances of these centres and about assessing “what
trial based effects can be detected after such an implementation process in these practices”
(conversation project leader 10-09-2003). So, according to the project leader, minimising
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research interference could give insight into what kind of organisational preconditions
primary health care has to meet in order for the implementation of prevention projects to be
successful in primary care.

On the other hand, for the researchers the development of a guideline implied a
means of standardising the fidelity to the programme among the centres and a possibility
of ensuring the protection of the outcome validity of their study. As one of the researchers
indicated, she had the impression that the primary health care centres made a mess of things;
they didn't register the rudimentary data, important for research (field note 03-02-2004). As
it turned out, the different practice nurses had different ways of collecting the required data.
For example, while attending one of the practice nurses’ patient consultation, she told the
first author that hip measuring was not done in the same manner among all practice nurses:
“I noticed a few times that my clleague holds the measuring-tape more downwards instead of
horizontally. The outcomes then will not be the same as in reality [...] the measurements
then will differ a lot” (field note practice nurse 19-01-2004). So, as the patient monitoring data
should be uniformly collected in order to be comparable, for the researchers the exactitude of
the practice nurses’ performance of medical-technical activities was considered a barrier for
an uniform execution of the intervention among the participating health care centres. This is
a problem that could, in theory, be resolved by providing them with a guideline. The tailoring
we have described was, however, from the perspective of the pragmatic trial design not
an intended process because it made establishing the effectiveness of the intervention by
means of pre-established outcome measures difficult. (see (Jansen, Bal et al. 2006) for more
detail on the methodological dilemmas the researchers had to deal with when performing
this pragmatic trial).

Role of the guideline

After a long discussion about the different viewpoints the research team decided to develop
a guideline. The Quattro guideline was foremost a medical-technical guideline developed
by the research team members through combining the most recent separately existing GP-
protocols for hypertension, hypercholesterolemia and diabetes mellitus type I, based on the
national recommendation of the Dutch College of General Practitioners (NHG), with extra
criteria for obesity and smoking.

The guideline described the procedural steps of the intervention’s performance. It
was written as a sequential procedure, that stated how and which medical-technical actions
should be performed, what physical tests and measurements should be done and when, and
which pharmaceutical treatments should be started depending on different measurement
outcomes, but also how the physical examinations should be done and in what order. It also
stated which patients had to be selected and on which grounds, who should perform the
prevention, especially to whom, and what length the follow-up period should be in order to
have sufficient data. But it also stated which data were necessary for calculating effectiveness
outcomes and how and when this data should be returned to the trial researchers.

Furthermore, the guideline stated the elements of the prevention programme that
had to be organised; at least four individual patient education sessions with intervention
group patients and four multidisciplinary meetings with all intervention team members per
patient. Moreover, it was indicated which topics should be discussed during these meetings
and in which order, which professionals should attend these meetings, and what tasks the
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intervention team members were to have (document manual for the intervention). The
guideline thus contained ‘research’ or ‘evidence’ elements as well as ‘intervention’ elements.

As the guideline provided contained instructions for the organisation of the
multidisciplinary collaboration - though onamore general level, opposed to the more specified
description of the medical-technical performance of the intervention - the instructions still
remained openforthe practice nurses’interpretation and adaptation to the local organisational
circumstances and needs. Moreover, the guideline did not correspond with difficulties the
practice nurses were presented with when organising the multidisciplinary collaborations
among the different disciplines in the health care centres. Ergo, as the practice nurses were
confronted with difficulties concerning the organisation of interprofessional cooperation and
in that way achieve implementation of the new organisational structure of multidisciplinary
patient care, they were provided with a guideline aimed at performing the medical-technical
actions for the prevention of CVD, in which the implication of standardisation kept lingering in
the background. The guideline did not enable the practice nurses to disregard all the existing
hierarchical professional relations and/or local circumstances within the healthcare centres;
i.e. the peer health educators and assistants were still not able to take part as members of
the intervention teams. The practice nurses were for example still not able to arrange the
multidisciplinary team meetings. And so these meetings were organised irregularly, often
limited to only practice nurses and GPs, or were informal deliberations.

The guideline, however, did give the practice nurses the position they needed
to negotiate the appropriateness of treatments with the GPs. Especially since within the
centres different medical guidelines co-existed for dealing with cardiovascular diseases. In
the health care centres the Quattro guideline came into use next to the (most) recent NHG
recommendations focussing on hypertension, diabetes mellitus, and hypercholesterolemia
separately. Although this mixed use in real life practice caused tensions between professionals,
it did provide the practice nurses with the opportunity to negotiate the appropriateness of
treatments. “[...] the (Quattro) guideline does have strict norm levels you have to adhere to.
However, the GP doesn’t use the same guideline. So, when a patient has a cholesterol level
of 6 or 6.4; 6.5 mmol/l...... ideally it has to be below 6 mmol/| the GP will say that these levels are
alright. [...] According to the Quattro high-risk guideline, however, these levels are too high;
[...]1So, the GPs also learned from this new guideline, as we (the practice nurses) used the guideline
saying these levels are too high; we have to do something. The GPs also have learned that a
cholesterol level of 6.4 mmol/l can be seen as a risk for patients with cardiovascular diseases”
(interview practice nurse 27-01-2006). So, as the Quattro guideline was an integration of
separately existing guidelines and focussed on the interdependency of risk factors, the
physical outcome measures in the separately existing guidelines were altered, making a
cholesterol level of 6 mmol/l too high. As the guideline provided gave the practice nurses
the position to negotiate appropriate treatments with the GPs, it provided them with a more
crucial role in organising this prevention programme as they all remained in the health care
centres as practice nurses even after the Quattro study had ended.

Discussion
Pragmatic trials, which have been developed since the 1980’s to evaluate the effectiveness

of treatments and/or complex interventions as they are used in routine practice (Roland and
Torgerson 1998; MacPherson 2004), are seen as a way to overcome the incompatibility of
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general guidelines and recommendations with local knowledge about the organisation of
routine medical practice and the relationship between the professionals and the patients.
However, as we have shown the liberty provided by a tailor-made approach for health care
professionals to develop their preferred procedures for the intervention, did not result in the
organisation of multidisciplinary patient care, which was the core of the intervention. In fact,
the lack of adequate guidelines hindered the implementation of the intervention.

It is often argued that guidelines coordinate medical practices (Berg 1996; 1997;
Timmermans and Berg 1997;2003), as they guide medical professionals through a sequence of
steps in the management of care. As guidelines articulate and delegate tasks to professionals
over different sites and time - and thus can be seen as a coordinating tool (Timmermans and
Berg 1997) - they structure an approach to diagnosis and/or treatment as a logical process
(“when situation X presents itself, than Y should be done”) (Berg 1996; Timmermans and Berg
1997). So, as a guideline regulates the content and the sequence of medical work, it also
regulates — to a certain extent — its organisation in practice. Guidelines in medical practice,
thus, are not purely‘medical’ they also involve organisational aspects. Besides having relevant
clinical components, care programmes should therefore be seen as multidisciplinary protocols
that encompass tasks, decision criteria and work procedures for the care professionals
involved in the care trajectory of a specific patient category (Berg, Schellekens et al. 2005).
When every health care professional knows his/her tasks, then collaborative meetings could
have relevance as formative evaluations of patients’ treatment plans.

For evaluating complex interventions conventional RCTs are considered not to be
appropriate, because of the rigidness of their designs, the perceived preoccupation with
measuring outcomes rather than the process and the implications for health promotion
practice (Nutbeam 1998; Judd, Frankish et al. 2001; McQueen 2001; Wolff 2001; Glasgow,
Lichtenstein et al. 2003; Hawe, Shiell et al. 2004; Mukoma and Flisher 2004; Audrey, Holliday
et al. 2006; Corrrigan, Cupples et al. 2006). As pragmatic trials, on the other hand, measure
the effectiveness of intervention under routine conditions (Schwartz and Lellouch 1967;
Armitage 1998; Roland and Torgerson 1998; Hotopf 2002; MacPherson 2004), they allow for
the incorporation of variations among sites, professional and patient heterogeneity, and less
standardised treatments to correspond with daily clinical decision-making. In order to enable
permanent uptakes of interventions numerous initiatives are deployed to incorporate these
pragmatic adjustments either into the design of pragmatic trials, like phased implementation
designs, formative loops, process evaluations (Rowlands, Sims et al. 2005; Byrne, Cupples et
al. 2006; Corrrigan, Cupples et al. 2006; Oakley, Strange et al. 2006) or within routine care,
like community capacity building, supportive training and involving change moderators
(Nazareth, Freemantle et al. 2002; Hawe, Shiell et al. 2004; Flocke, Gordon et al. 2006). Because
of this persistent emphasis on flexibility, however, we believe the pragmatic trial discourse to
reflect a great fear of standardising trial designs and interventions too much. Indeed as Judd
et al. (Judd, Frankish et al. 2001) have argued, standardisation does have a supportive and
empowering function for health care professionals in health promotion.

In other words, a tailor-made approach in pragmatic trial research should not rule out
the use of guidelines or protocols. Guidelines do not standardise care practices; in practice
they will always be localised and contextualised (Timmermans and Berg 2003). So, pragmatic
trial researchers should not fear standardising care practices when applying tailor-made
approaches (Berg 1996; 1997).
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Conclusions

As tailor-made approaches are developed to enable the uptake of interventions in routine
practice, they are facilitated by the brokering of tools such as guidelines. In our study,
guidelines facilitated organisational change and enabled the transformation of existing
interprofessional relations, and thus made tailoring possible. The attractive flexibility
of pragmatic trial design in taking account of local practice variations may often be
overestimated.
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Abstract

Background

In recent years, a trend in the use of tailor-made approaches and pragmatic trial methodology for
evaluating effectiveness has been visible in programs ranging from large-scale national health
prevention campaigns to community-based initiatives. Qualitative research is used more often for
tailoring interventions towards communities and/or local care practices. This paper systematically
reviews the contribution of qualitative research in developing tailor-made community-based
interventions in primary care evaluated by means of the pragmatic trial methodology.

Methods

A systematic search of Pubmed/Medline and Embase revealed 33 articles. Using a literature mapping
process, the articles were arranged according to the development phases identified in the MRC
framework for the development of complex interventions to improve health.

Results

The review showed qualitative research is mainly used to provide insight into the contextual
circumstances of the interventions’ implementation, delivery and evaluation. To a lesser extent,
qualitative research findings are used for tailoring and improving the design of the interventions for a
better fit with daily primary care practice. Moreover, most qualitative findings are used for tailoring the
interventions’ contextual circumstances so that the interventions are performed in practice as planned,
rather than adjusted to local circumstances.

Conclusions

Pragmatic trials seem to be oxymoronic. Although the pragmatic trial methodology establishes the
effectiveness of interventions under natural, non-experimental conditions, no pragmatic fit is allowed.
Qualitative research’s contribution to the development of tailor-made community-based interventions
lies in providing ongoing evaluations of the dilemmas faced in pragmatic trials and allowing for the
development of true tailor-made interventions.
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Introduction

In recent years a trend is visible in programs ranging from large-scale national health
prevention campaigns to community-based initiatives. There is a growing notion that
interventions need to be directed at specific communities in society and should to be tailored
to the specific health problems and needs of these communities (Saan and de Haes 2005).
In fact, it is believed that uniform and standard interventions — which are applicable to the
whole population - will not diminish inequalities in health.

These tailor-made approaches demand a different manner for establishing the
effectiveness of interventions. Conventional RCTs are not considered appropriate for
evaluating complex community-based interventions because of the rigidness of their designs
and their perceived preoccupation with measuring outcomes, rather than the process in care
practices (Hawe, Shiell et al. 2004). Pragmatic randomised controlled trials that establish the
effectiveness of interventions under routine conditions — also known as pragmatic RCTs or
pragmatic trials — are presented as an alternative (Hotopf 2002). In order to evaluate the
effectiveness of interventions, conventional RCTs require that interventions are standardised,
implemented uniformly among sites and target a homogenous patient population. These
requirements, however, do not always match the complex character of routine care. In
contrast, pragmatic trials allow interventions to incorporate variations in practice at the
different sites and for targeting a heterogeneous patient population.

A recent trend is the use of qualitative research in conjunction with pragmatic trials.
Various authors have argued that qualitative research can have a valuable contribution to
quantitatively oriented research designs like pragmatic trial research, as it enables making
appropriate adjustments during intervention development, for making interventions more
sustainable, with a better fit to the communities and/or local care practices (Stange, Goodwin
et al. 2003). The combination of methods is perceived to be the best strategy for developing
and evaluating interventions that fit and reflect primary care practice. For example, medical
interventions and/or technologies can be tailored and improved through the understanding
of the dynamics and complexity of care practices qualitative research leads to (Zuiderent
2002). However, how qualitative research actually contributes to the development of
community-based interventions remains largely unexplored. Therefore, this paper aims to
review the contribution of qualitative research to developing community-based interventions
in primary care evaluated by means of the pragmatic trial methodology.

Methods

For this review, we searched the Pubmed/Medline database and the Embase database for
editorials, reviews, meta-analyses, RCTs, case reports, controlled clinical trials, evaluation
studies written in English. We searched these databases for articles published until June, 2007,
without establishing a starting point. We did restrict our search to pragmatic trials performed
within primary care, which is a good example of a health care setting in which tailor-made,
community-based interventions are conducted. Primary health care provides heterogeneous
medical services, by means of different (para)medical disciplines coordinated for a heterogeneous patient population
(Brotons, Bjorkelind et al. 2005). For the search we used various combinations of the keywords:
pragmatic trial, pragmatic randomised controlled trial, pragmatic RCT, clinical trials, qualitative
research, ethnography, evaluation studies, program evaluation, primary care, general care,
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primary health care, primary nursing care, family practice, routine care, community care,
general practice, family physicians, GP care, health promotion, health education, preventive
health services, both MeSH and free text. Based upon title and abstract, 239 articles returned
in the search were considered relevant. However, because of a large heterogeneity in articles,
it was necessary to narrow the inclusion criteria. We excluded articles that did not refer to how
qualitative research was used in the development of the interventions. We critically assessed
articles on the presence or absence of empirical data hereon. At this point, viewpoint papers,
theoretical and methodological discussions or description papers were excluded unless they
were considered to make a special contribution to the review. Articles were excluded from
this review if the articles:

- reported on pragmatic trials or RCTs performed in routine primary care without the
explicit indication of having also used qualitative research or when they did report
on the use of qualitative research but did not present evidence on its contribution to
the trials and/or the development of interventions;

- reported on evaluation studies other than RCTs or pragmatic trials performed in
routine primary care, e.g. evaluations of general organisational and/or care reform
initiatives in primary care induced by national policy recommendations;

- reported on community interventions that were evaluated by means of RCT or
pragmatic trial designs combined with qualitative research, but not conducted in
primary care or in particular GP care, e.g. articles that reported on trials performed
in hospital emergency departments, maternity clinics, physiotherapy clinics, mental
health services, community care services, psychiatry, geriatrics and rehabilitation
departments;

- reported on qualitative studies performed in primary care without the explicit
indication that these were performed within the context of a pragmatic trial or an
RCT in routine primary care;

- published the research protocols of RCTs or pragmatic trials to be performed in
routine primary care, in which qualitative research is intended to be used, but which
do not yet provide empirical evidence on the contribution of qualitative research;

- did not report on empirical evidence but had general methodological content, e.g.
articles that described the general characteristics of mixed methods research such
as the order, the quality of the different data sets, and the methodological strengths
and weaknesses of mixed methods research projects;

- reviewed literature on the effectiveness of treatments and/or health services in
primary care, in which RCTs, pragmatic trials and qualitative studies were included,
but did not report on the contribution of qualitative research to RCTs or pragmatic
trials in primary care;

- reported on drug treatments being evaluated by means of RCT or pragmatic trial
design in combination with qualitative research, but which were not performed in
primary care.

As a result of this exclusion process, 33 articles were included in this review. We applied
a literature mapping process (Creswell 2003) based upon the MRC framework for the
development of complex interventions to improve health (MRC 2000). According to the MRC
Framework, the development cycle of new interventions consists of six sequential phases:
the exploration of relevant theory, modelling the preliminary interventions, pilot-testing the
preliminary interventions, evaluating the definite interventions, and evaluating the long-term
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implementation of interventions. We used these development phases to arrange the literature
and analyse the contribution of qualitative research in developing interventions tested in
pragmatic trials. Because only a small number of articles (n=3) report on the contribution of
qualitative research to the selection and modelling of interventions, we combined the theory

and modelling phases in our analysis.

Results

Table 1
Features of studies reviewed

Authors Applied in Qualitative research  Information generated Contribution to
intervention methods used development
development of interventions
phase

Sturtetal. Modelling Semi-structured Information on current self- Tailoring

(2006) interviews, management activities among intervention

questionnaires, and  patient, their preferred content towards target
panel interviews and needs for additional support,  population
with diabetic and information of primary
patients and health  care professionals on perceived
care professionals suitability of the set-up of the
programme
Flottorpetal.  Modelling Focus group and Information about barriers Tailoring
(2002) semi-structured or facilitators to guideline intervention
interviews with implementation and changing towards obstacles
health care professional practice
professionals
Pilot Semi-structured Information on the administration  Alteration of
interviews with of the preliminary intervention, professional
health care experiences with delivery and behaviour
professionals participation in project and Tailoring
perceived effects practice towards
intervention
modelled
Corrrigan et Modeling Semi-structured Information on barriers identified ~ Tailoring
al. (2006) individual and focus by patients and staff, and practice  intervention
groups interviews conditions that may impede upon  towards practice
with patients and intervention being carried out as conditions
staff planned identified
Pilot Semi-structured Information on experiences Tailoring
individual and focus  with delivering, receiving and intervention
group interviews participation in project and procedures to
perceived effects practice
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Authors Applied in Qualitative research  Information generated Contribution to
intervention methods used development
development of interventions
phase

Clavarino et Pilot Focus group Information on perspectives Alteration of

al. (2004) interviews with on process of colorectal cancer professional

consumers and screening, experiences with behaviour

health care methods of service delivery, kit Tailoring practice

professionals characteristics and perceived to new method of
impact screening

Moffatt, Pilot Semi-structured Information on participants’ Adjustment of

Mackintosh et interviews with views on intervention, outcomes, surrounding

al. (2006) participants acceptability and research process  evaluation /

pragmatic trial

Moffatt, White  Pilot Semi-structured Information on participants’ Adjustment of

et al. (2006) interviews with views on intervention, outcomes, surrounding

participants acceptability and research process  evaluation /
pragmatic trial

Rousseau et Definite Qualitative Insights into attitudinal and Assessment of

al. (2003) interview study contextual influences on the use of implementation

with primary care computerised decision support and delivery of
professionals intervention to
explain effects

Getrich et al. Definite Ongoing Information on impact of practice ~ Assessment of

(2007) ethnographic characteristics on the fidelity of implementation

research with participants to the intervention and delivery of
participant intervention to
observations and explain effects
semi-structured
interviews with
intervention
participants
Harrison etal.  Definite Qualitative Information on attitudes to Assessment of
(2003) interviews with GPs  guidelines, practice information, implementation,
processes and aspects of practice  delivery and
“culture” and experiences with perceived effects
delivering the intervention of intervention to
explain effects

Smith et al. Definite Focus group Information on patients’views and  Assessment

(2003) discussions with experiences with diabetic service of delivery

diabetic patients change and perceived
usefulness of
intervention to
explain effects

Rogers et al. Definite Semi-structured Information on patients’ Assessment of

(2004) interviews with experiences with a self-help clinic implementation,

patients

and the processes underlying
referral and utilisation

delivery and
perceived
usefulness to
explain effects
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Authors Applied in Qualitative research  Information generated Contribution to
intervention methods used development
development of interventions
phase

Backer et al. Definite Ongoing Information on interactional Assessment of

(2005) ethnographic patterns among staff, procedures implementation,

research with of screening activities and delivery and
participant attitudes on and experiences of perceived
observations and staff with improvement of service  usefulness of
semi-structured delivery intervention to
interviews with explain effects
primary care staff

Bosworth etal Definite Interviews with Information on patients’ Assessment

(2005) patients experiences with receiving the of perceived

intervention usefulness of
intervention to
explain effects

Heisey et al. Definite Semi-structured Information on knowledge and Assessment

(2006) interviews with attitudes toward chemoprevention  of perceived

female potential of breast cancer usefulness of
participants intervention to
explain effects

Légaré et al. Definite Non-participant Information on the staff’s Assessment

(2006) observations of views and perceptions of the of perceived

workshops directed  intervention usefulness of
at primary care staff intervention to
explain effects

Rowan et al. Definite Semi-structured Information on attitudes of staff Assessment

(2006) interviews with on performance assessments of of perceived

primary care staff preventive services usefulness of
intervention to
explain effects

Walsh et al. Definite Semi-structured Information on experiences with Assessment of

(2007) focus group administering and receiving the implementation,

interviews with intervention delivery and

patients and staff perceived
usefulness of
intervention to
explain effects

Sennunetal.  Definite Ongoing Information on experiences with Assessment

(2006) ethnographic administering and receiving the of impact of
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research with
observations and
semi-structured
interviews with
community and
health officers

intervention and attitudes towards
improvement of service delivery

intervention and
change in existing
service provision



Authors

Applied in
intervention
development
phase

Qualitative research
methods used

Information generated

Contribution to
development
of interventions

Shuval et al.
(2007)

Burroughs et
al. (2006)

McCormick et
al. (2006)

Weiss et al.
(2004)

Bach-Nielsen
et al. (2005)

Definite

Definite

Definite

Definite

Definite

Focus group

and individual
semi-structures
interviews with staff

Semi-structured
interviews with
patients and
primary care staff

Audiotaped
patient-provider
communications
on alcohol related
discussions

Follow-up
interviews with
patients

Qualitative
interview study with
patients

Information on experiences with
and attitudes towards EBM and
intervention

Information on existing care
strategies and experiences with
and attitudes towards change in
service provision

Information on alcohol use and
nature of advice offered

Information on patients’ attitudes,
use of decision aid and the
influence of decision aid on
decision making

Information on patients’
knowledge of health risks and
their perceptions on beneficial
risk-lowering behavioural change

Assessment

of impact of
intervention and
change in existing
service provision
Overview of
strength and
weaknesses of
intervention

Overview of
barriers to change
existing in daily
care as explanation
of intervention’s
effects

Identified
patient-provider
interactions as
barrier to change
as explanation
of intervention’s
effects

Identified the
ability of patients
to incorporate
behavioural
changes into their
lives as barrier

to change as an
explanation of
intervention’s
effects

Identified the
ability of patients
to incorporate
behavioural
changes into their
lives as barrier

to change as an
explanation of
intervention’s
effects
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Authors

Applied in
intervention
development
phase

Qualitative research
methods used

Information generated

Contribution to
development
of interventions

Stewart et al.

(2005)

Heaven et al.

(2006)

Rogers et al.
(2005)

Barton et al.
(2005)

Rowlands et
al. (2001)
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Definite

Definite

Definite

Definite

Definite

Semi-structured
focus group
interviews with
patients

Semi-structured
interviews with
GPs, patients and
non-participant
observations

of GP-patient
consultations

Observations of
the operation

of outpatient
clinics, qualitative
interviews

with patients

and specialist
consultants

Single semi-
structured in-depth
interviews with
primary caregivers

Preliminary
interviews with
doctors and
manager and
non-participant
observations of
secondary care
referral meetings

Information on patients’
knowledge and beliefs on
importance of blood pressure in
diabetes

Information on patients’
experiences participation in
intervention and research project

Information on the uptake of
the self-management system

as planned, experiences of
professionals, participants and
information of the organisational
arrangements

Information on caregivers’
experiences with, attitudes toward
and use of written asthma actions
plans

Information on the functioning
of the practice, organisational
context, attitudes and group
dynamics

Identified the
ability of patients
to incorporate
behavioural
changes into their
lives as barrier

to change as an
explanation of
intervention’s
effects

Identified the
understanding of
patients of trial
and/or prevention
research as an
explanation of
intervention’s
effects

Assessment of
implementation,
delivery and
perceived
usefulness of
intervention to
explain effects

Assessment of
implementation,
delivery and
perceived
usefulness of
intervention to
explain effects

Identified

the practice

as a complex
organisation

with established
group dynamics as
barrier to change
as explanation

of intervention’s
effects



Authors Applied in Qualitative research  Information generated Contribution to
intervention methods used development
development of interventions
phase

Rowlands et Definite Personal reflections  Information on researchers’ Description of

al. (2005) of researchers rationale for dealing with methodological

conducting methodological dilemmas during  dilemmas and

evaluation / design, implementation and contextual

pragmatic trial evaluation / pragmatic trial circumstances
of evaluation of
intervention /
pragmatic trial

Godwin etal.  Definite Personal reflections  Information on researchers’ Description of

(2003) of researchers rationales for choosing methodological

conducting intervention, recruitment of dilemmas and
evaluation / participants, randomisation contextual
pragmatic trial procedures and blinding circumstances
treatment allocation of evaluation of
intervention /
pragmatic trial
Fransenetal.  Definite Personal reflections  Information on researchers’ Description of
(2007) of researchers rationales for choosing methodological
conducting intervention, blinding treatment dilemmas and
evaluation / allocation, choosing appropriate contextual
pragmatic trial study population and choosing circumstances
essential outcome measures of evaluation of
intervention /
pragmatic trial
Jansen et al. Definite Ongoing Information on researchers’ Description of
(2006) ethnographic rationales for dealing with methodological
research with methodological dilemmas during  dilemmas and
semi-structured design, implementation and contextual
interviews and evaluation / pragmatic trial circumstances
participant- of evaluation of
observations of intervention /
trial researchers pragmatic trial
and staff-patient
consultations

Blasinsky etal. Long-term Site visits and Information on implementation Assessment of

(2006)

semi-structured
telephone
interviews with
primary care staff
key informants

experiences, perceived and
observed changes in professional/
organisational culture and
information on extent of
continuation of intervention as
originally modelled

sustainability of
intervention in daily
practice
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Cupples et al. 2006; Sturt, Taylor et al. 2006). Qualitative research findings can be used either
to refine the components of the interventions or to tailor intervention procedures toward
the local circumstances of primary care practices. In one article, information from semi-
structured interviews, questionnaires, and panel interviews with diabetic patients and health
care professionals was used to refine the components of a self-management programme
and tailor it to the wishes and perceived needs of the target population people with type 2
diabetes (Sturt, Taylor et al. 2006). Yet, qualitative research on the circumstances of practice
seems to provide more possibilities for adjustment. In two studies, individual and focus group
interviews generated information on practice conditions (Corrrigan, Cupples et al. 2006), as
well as on the barriers or facilitators to guideline implementation and changing professional
practice that might impede the intervention being carried out as planned (Flottorp and
Oxman 2003). Both Corrrigan et al. and Flottorp et al. indicated that their findings provided
an analysis of the possible obstacles to implementation of the guidelines under study; the
articles failed to provide information on how the intervention was modelled towards these
obstacles.

In summary, qualitative research in the modelling phase is used foremost to tailor
interventions to the specific primary care settings in which they will be applied. It offers
suggestions for tailoring interventions to anticipated new conditions and routines of the
primary care centres by providing an inventory of the possible barriers that may impede
interventions in primary care from being carried out as planned.

Pilot-testing preliminary interventions

Qualitative research in a pilot study provides information on whether or not the preliminary
interventions correspond with the anticipated practice conditions and routines that have
been previously identified. It also evaluates whether or not the anticipated effects are
generated when performed under routine conditions. Based upon this information, any
subsequent adjustments to the interventions can be made before the definite interventions
are evaluated for effectiveness.

In one study, qualitative findings were used to tailor the design of a preliminary
intervention to improve its workability for the primary care professionals. For example,
through reducing the administrative load and increasing the flexibility in patient follow-
up, the intervention’s procedures were appropriated to existing practice conditions and
routines (Corrrigan, Cupples et al. 2006). In five studies, qualitative research was used in this
phase to evaluate the actual administration of the preliminary interventions and their fit
with anticipated practice conditions and routines. In these studies, both staff and patients
were interviewed about their experiences with delivering and receiving the pilot-tested
interventions, about taking partin a research project, and asked about the perceived effects of
the interventions (Flottorp and Oxman 2003; Clavarino, Janda et al. 2004; Corrrigan, Cupples
et al. 2006; Moffatt, Mackintosh et al. 2006; Moffatt, White et al. 2006). The qualitative findings
are mainly used to alter the context surrounding the interventions. They are minimally used
for improving the design of the interventions.

In the remaining four studies, the qualitative findings were used to alter the
contextual circumstances of the interventions. In two studies, attempts were made to alter
professional behaviour and to tailor primary care practice towards the modelled interventions,
e.g. additional interactive courses and training sessions attempted to change professional
practice and increase adherence to the interventions (Flottorp and Oxman 2003; Clavarino,
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Janda et al. 2004). In the other two studies, the use of qualitative findings led to adjustments
of the design of the pragmatic trials that surrounded the interventions and were set up to
evaluate their effectiveness. The qualitative interviews used in both studies by Moffat et al.
generated information to refine the outcome measures for evaluating the definite intervention
(Moffatt, Mackintosh et al. 2006; Moffatt, White et al. 2006). In conclusion, qualitative research
is mainly used in the pilot-testing phase to adjust the preliminary interventions’ contextual
circumstances.

Evaluating definite interventions

In 24 of the included articles, qualitative research was used in the definite intervention phase.
In this phase, the interventions are considered to be definite and are evaluated for their
effectiveness under routine conditions. In this phase, qualitative research is mostly conducted
parallel to the pragmatic trials and generates information on the actual performance and the
perceived usefulness and impact of the interventions. No adjustments to the interventions are
made based upon the information that qualitative research generates, because adjustments
are considered to cause difficulties in establishing the effectiveness of the interventions.

Quialitative research is used to assess more thoroughly the contextual circumstances
of the interventions’ implementation and delivery, and subsequently to explain the effects
via process evaluations. Qualitative research exploring the context of interventions’
implementation and delivery provides an overview of the barriers to change that exist within
the practices (e.g. (Backer, Geske et al. 2005; Burroughs, Lovell et al. 2006; Shuval, Shachak et
al. 2007)). For example, the provider-patient interactions during the intervention (McCormick,
Cochran et al. 2006), the ability of included patients to incorporate behavioural changes into
their lives (Weiss, Montgomery et al. 2004; Bach-Nielsen, Dyhr et al. 2005; Stewart, Brown et
al. 2005), or the understanding patients had of trial or prevention research (Heaven, Murtagh
et al. 2006; Heisey, Pimlott et al. 2006). Four major focal points can be distinguished. First,
information about the implementation process is generated, such as how the implementation
was affected by the attitudes of participants and the organisational structure of primary care
practices (Rowlands, Willis et al. 2001; Rousseau, McColl et al. 2003; Rogers, Kennedy et al.
2005; Getrich, Heying et al. 2007). Second, information about the participants’ experiences in
administering and receiving the interventions in daily practice, as was the case in ten studies
(Harrison, Dowsell et al. 2003; Smith, O’Leary et al. 2003; Rogers, Oliver et al. 2004; Backer,
Geske et al. 2005; Barton, Sulaiman et al. 2005; Bosworth, Olsen et al. 2005; Heisey, Pimlott
et al. 2006; Légaré, O'Connor et al. 2006; Rowan, Hogg et al. 2006; Walsh, Yardley et al. 2007).
Third, the impact of the intervention is explored, such as the extent the interventions had
changed the existing provision of services (Backer, Geske et al. 2005; Sennun, Suwannapong et
al. 2006; Shuval, Shachak et al. 2007). Or finally, qualitative research focuses on the contextual
circumstances of the interventions’ evaluation of effectiveness.

Four studies presented the methodological issues that trial researchers have dealt
with, e.g. choosing the right intervention, the recruitment of participants, randomisation
procedures and blinding treatment allocation, the contamination of study findings, fidelity
of the participants to the intervention, and the researchers’rationale for their methodological
choices. This information is presented either in the form of personal reflections of trial
researchers (Godwin, Ruhland et al. 2003; Rowlands, Sims et al. 2005; Fransen, van Marrewijk
et al. 2007), or as the findings of external ethnographic observations (Jansen, Bal et al. 2006).
In conclusion, qualitative research conducted parallel to the interventions’ pragmatic trials
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provides additional information for interpreting and explaining the actual cause of the
interventions’ effects via process evaluations. Consequently, qualitative research then only
generates information relevant for the development and evaluation of future interventions. It
builds a growing overview of facilitators and obstructions related to the interventions being
performed in primary care practice as planned. Qualitative research, then, only is able to act
as a post-hoc allocation of success or failure to the interventions in this phase, in the hope of
starting a learning cycle for the development of future interventions.

Evaluating long-term implementation

Qualitative research in the last phase of evaluating long-term implementation shows
the actual fit of the implemented interventions with daily care conditions and routines. It
underscores that the sustainability of interventions is dependent upon the extent to which
the uniqueness of these daily primary care conditions and routines is taken into account
during the interventions’ development process. A continuous cycle of adjustment and
evaluating interventions such that they have a better fit with primary care practices would
result in a higher sustainability. Yet, only one study focused on the long term implementation
of an intervention. In fact, it showed the sustainability of the intervention in practice was
different than anticipated (Blasinsky, Goldman et al. 2006).

Discussion

The aim of this article was to review the contribution of qualitative research to developing
tailor-made community-based prevention interventions in primary care evaluated by means
of the pragmatic trial methodology. This proved to be a very recent development. All articles
included in this review were published between 2001 and 2007. Qualitative research, this
review showed, is mainly used to provide insight into the contextual circumstances of the
implementation, delivery and evaluation of interventions. To a lesser extent, qualitative
research findings are used for tailoring and improving the design of the interventions to
better fit daily primary care conditions and routines. When qualitative findings are used for
adjustments, though, they are mainly used to adjust or intervene upon the interventions’
contextual circumstances such that the interventions are performed in practice as planned.
The qualitative findings are not used to improve intervention design. In 26 articles, qualitative
research was used in hindsight to evaluate the interventions via process evaluations. Use of
qualitative research for contributing to intervention selection and modelling was discussed
in only seven articles. Since the use of qualitative methods is a very recent development -
reflected in the short length of the publication period — our conclusions may need to be
reconsidered in a few years time in order to include the advancements made in this field
of research. It is our contention that the conclusions we draw, reflect the current status of
qualitative research’s contribution to the development of interventions in primary care.
Although qualitative research is said to be important to the development of
interventions, it actually makes a minimal contribution. Much like in RCTs, the interventions
in pragmatic trials are still expected to resemble the original intervention as much as possible.
Because adjustments are considered to obscure the actual cause of the interventions’ effects
(Hawe, Shiell et al. 2004), the pragmatic trial methodology thus standardises the design,
content and delivery of the interventions. However, whereas the use of qualitative research
for developing tailor-made interventions is considered to strengthen and improve the
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impact, effectiveness, and sustainability of interventions (Stange, Goodwin et al. 2003), the
surrounding pragmatic trial methodology, in fact, prohibits the interventions from being
tailored to fit the dynamics and complexity of care practices. Pragmatic trials therefore seem
to be a contradiction in terms. Though the pragmatic trial methodology is seen as allowing
for interventions to fit the complexity and variability of care practices, this is at odds with
establishing the effectiveness of these interventions under natural, non-experimental
conditions, in which no pragmatic fit is allowed.

The findings of this review suggest that the development of interventions has
become a goal in and of itself and is not seen as a means or infrastructure for making primary
care practice more evidence-based. First, the intervention in itself is most important, and
adjustments to its design are considered to be of minor detail and less relevant. Second,
the shape of the preliminary interventions is portrayed as definite and independent from
these conditions and routines in care practices. Once interventions are modeled, they are
not to be improved and tailored any further such that they better fit and reflect practice.
Any adjustments to the interventions are considered to obscure the actual cause of the
interventions’ effects; qualitative research is not to be used to refine the interventions any
further. Thirdly, hardly any evaluations of interventions’ long-term implementation are done,
which might suggest that the majority of interventions are terminated after the trial phase,
and resulting in a low sustainability rate.

This leads to the question of what contribution qualitative research then might have.
Qualitative research in general provides insight into the variety of medical work practices
and their organisational contexts (Zuiderent 2002). As the included articles of this review
exemplify, qualitative research shows the dynamics of the organisational characteristics of
the primary care practices, the work processes and routines of the health care professionals,
and the interprofessional relations among the different disciplines within (primary) care
that are relevant for intervention development in general. However, for specific pragmatic
trials evaluating specific interventions, this will not suffice, because local dynamics shape
the content and form of local interventions. We argue, therefore, that the contribution of
qualitative research lies in providing ongoing evaluations of the methodological and practical
dilemmas that pragmatic trials face locally in order to accommodate solutions. We believe
that pragmatic trial research avails with local solutions to its local dilemmas. Only then can
one speak of true tailor-made interventions.

Keypoints

- The use of qualitative research in the development of tailor-made community-based
interventions in primary care is a recent development. Yet, qualitative research
findings are scarcely used for tailoring and improving the design of the interventions

- The emphasis that is placed upon establishing the effectiveness of interventions via
(pragmatic) trial methodology hinders tailoring interventions to fit the dynamics
and complexity of care practices, resulting in a low sustainable rate of interventions

- In order to develop high sustainable interventions, the view on effectiveness
imbued in current health policy decision-making processes should accommodate
for the durable use of qualitative research findings in all phases of the intervention
development cycle of tailor-made community-based interventions in primary care.
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The Role of Screenings Methods and
Risk Profile Assessments in Prevention
and Health Promotion Programmes:

An Ethnographic Analysis

Abstract

In prevention and health promotion interventions, screening methods and risk profile assessments are
often used as tools for establishing the interventions’ effectiveness, for the selection and determination
of the health status of participants. The role these instruments fulfil in the creation of effectiveness and
the effects these instruments have themselves remain unexplored. In this paper, we have analysed the
role screening methods and risk profile assessments fulfil as part of prevention and health promotion
programmes in the selection, enrolment and participation of participants. Our analysis showed, that
screening methods and health risk assessments create effects as they objectify health risks and/or the
health status of individuals, i.e., they select the individuals‘at risk’and indicate the lifestyle modifications
these people are required to make in order to improve their health. Yet, these instruments also reduce
the group of participants thereby decreasing the possible effect of interventions, as they provide the
legitimisation for people to make choices to whether they enrol or not and what lifestyle changes
they incorporate into their lives. In other words, they present a space of interaction, in which agency
is distributed across the practice nurses, the participants and the instruments. Decisions were not just
made upon the projection of the outcomes of these instruments; decisions that were made by both the
patients and practice nurses were the resultant of their opinions on these outcomes that were formed
in interaction with the instruments.
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Introduction

Scientific knowledge has increasingly become important in the development of prevention
and health promotion interventions and legitimising the decisions on which interventions
are considered relevant for public health policy (Porter 1995; Hunter 2003). And in the last
decades, the scientific knowledge used has also become more and more sophisticated
(cf. (May 2009)). With the growing knowledge about diseases and chronic illnesses, more
became known about health determinants, health behaviours, risk factors and their
distribution among populations. As the public health field uses and produces this kind of
knowledge, it has contributed to this increasing sophistication. With its features being
among others the collection and use of epidemiological data, population surveillance and
other forms of empirical quantitative assessment (Childress, Faden et al. 2002), there is an
increasing understanding of complex health determinants and emphasis on establishing the
effectiveness of a broad range of interventions (see e.g. (Childress, Faden et al. 2002; Edwards,
Mill et al. 2004; Shim 2005; Coughlin 2006)).

Tools that are often used for these purposes are screening methods and risk profile
assessments. The screening methods and risk profile assessments function as ‘technologies
of trust’ (cf. (Porter 1995)), as the numerical outcomes they produce have become associated
with objectivity and legitimisation (Porter 1995; Bartholomée 2004). However, these tools or
instruments are more than just measuring tools; they are components in the interventions
like behavioural counselling or health education. In other words, screening methods and
risk profile assessment are not neutral. Whereas these instruments create effects, they also
reduce the target population and thereby decrease the effects. As they are used to screen and
select risk groups for prevention and health promotion programmes, they legitimise medical
intervention or treatment to be undertaken (cf. (Jansen 2010)) as they objectify the health
status of individuals and remove it from all subjective interpretation and personal discretion.
But at the same time, these same instruments decrease the effects. As these instruments are
being used to screen and select individuals, eligible for intervention, they exclude individuals
that do not match the criteria and reduce the target population thereby decreasing possible
effects.

Sociologists have critiqued the emphasis on objectivity in medicine in general
and in public health in particular. According to their arguments, the use of epidemiological
knowledge and tools such as screening methods and risk profile assessments in medicine and
public health define ‘health’ a matter of individual responsibility and control and therefore
stigmatises and victimises selected individuals for having a disadvantaged or‘deviant’ health
status (Lupton 1993b; 1993a; 1997; Howson 1998; Bodenheimer, Lorig et al. 2002). In other
words, with health to be considered a matter of one’s self-control, individuals are summoned
to live healthy lives, as it is the morally right thing to do. In fact, it is implied that one is to
blame for one’s future illnesses provided that one uses the epidemiological knowledge
that is provided and one alters one’s lifestyles accordingly. As Lupton has argued, such an
approach to health assumes that people are ‘passive patients’ that need to be made aware -
or better educated - of the prospective threats that are associated with their lifestyle choices
and need to be assisted in altering their lifestyles (Lupton 1993b; 1993a; 1997). In addition,
Horstman and Houtepen (Horstman and Houtepen 2005) have argued that this view, which
has been dominant in critiques about public health, is itself criticised as it does not do justice
to individual preferences and choice. In fact, it suggests that people do not have agency and
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are victimised and stigmatised by prevention and health promotion programmes and their
instruments, whereas health care professionals and participants in fact do have agency and
voice.

In this paper, in addition to Lupton and others we focus on the functioning of
screenings instruments and risk profile assessments and the role they fulfil in prevention
and health promotion programmes, with that difference that we focus on the active role
patients fulfil in the interpretation of such instruments and the outcomes and labels they
produce. Questions we explore in this paper are: How do these instruments construct a
target population for prevention and health promotion programmes as well as construct the
health risks that should be targeted? How is the actual intervention shaped by the individuals
that are detected by means of these instruments? How do these individuals interpret such
instruments, their outcomes and labels? Answers to these questions might relativise Lupton’s
argument, that patients are victimised by the instruments used in prevention and health
promotion interventions. The meaning and definitions patients give to instruments and
the outcomes and labels they produce, have to be taken into account in order to come to
understand the concept of effectiveness of prevention and health promotion interventions.

The emphasis on establishing effectiveness in prevention and health promotion
is the result of its rationalised character (cf. (Jansen 2010; Mathar and Jansen 2010)), which
underscores a univocal significance of ‘effectiveness’ of interventions. In a rationalistic
approach, the effectiveness - or better the success of interventions - is reflected by the impact
these interventions have on improving the health status of their participants. In successful
interventions the well-aimed stimuli of health educational advice, are considered to result
in behavioural change in participants in a linear way leading to the improvement of their
health status. Alternative interpretations of what ‘good health’ or ‘wellbeing’ is according to
participants are considered less or not important and subsequently become invisible, as
these do not fit the parameters of the screening methods and risk profile assessments used
in establishing the effectiveness of interventions. However, numerous interventions have
shown no or minimal effects (Mackenbach and Stronks 2002; Uitewaal 2003; Mackenbach
and Stronks 2004; Kooiker and van der Velden 2007). And often this lack of effectiveness
is classified as a problem of performance (see e.g. (Rousseau, McColl et al. 2003; Blasinsky,
Goldman et al. 2006; Getrich, Heying et al. 2007) in (Jansen, Foets et al. 2009)).

Whereas Lupton and others have placed themselves in opposition to medicine in
general and public health in particular, in this paper we do not look at prevention and health
promotion from a normative point of view nor do we look at it as a ‘problem of performance’.
We try to overcome these aforementioned approaches and engage with prevention and
health promotion by taking the internal dynamics and logics of medicine in practice seriously
(cf. (Timmermans and Haas 2008)). In order to take both the ‘problems’ of effectiveness and
performance seriously the screening methods and risk profile assessments need to be
followed.
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Research Methods

The Quattro Study*

The data presented here comes from an ethnographic study that paralleled the Quattro Study,
which was a pragmatic randomised controlled trial on the effectiveness of multidisciplinary
patient care teams in primary care for the secondary prevention of cardiovascular diseases
(CVD) administered in primary health care centres in deprived neighbourhoods or Rotterdam
and The Hague, the Netherlands. The intervention consisted of the formation of a Quattro-
care team in general practice composed of a general practitioner (GP), a GP assistant, a
practice nurse and a peer health educator for the provision of intensified preventive care
to high-risk patients. This intensified preventive care consisted of patient-tailored health
education about the risk factors associated with CVD, such as hypertension, diabetes mellitus,
hypercholesterolemia, smoking and obesity provided by the practice nurse and/or peer
health educator. Structural CVD risk profile assessments, containing physical examinations
of weight, height and blood pressure and blood tests on cholesterol and glucose levels, were
used to assess the intervention participants’risk profiles. And multidisciplinary team meetings,
to be organised by the Quattro-care team professionals, functioned as a manner for jointly
establishing treatment plans for intervention participants and monitor the reduction in their
risk profiles based on the particular knowledge and abilities of each professional.

In order to evaluate the effectiveness of multidisciplinary patient care teams in
primary care, the intervention followed the procedures of a pragmatic randomised controlled
trial (RCT), which aimed to measure the effectiveness of the intervention under natural - non-
experimental - conditions. For this programme, the trial researchers selected patients from
the centres’ electronic patient records with a modifiable part of the absolute 10-year risk on
cardiovascular diseases (CVD) of at least 20%. People eligible for the Quattro Study [1] had to
live in deprived neighbourhoods, as defined by the Dutch National Association of General
Practitioners (LHV); [2] were to be aged between 18 and 70 years of age; [3] have a medical
history of one or more risk factors for cardiovascular diseases (CVD) (e.g. smoking; obesity);
[4] a first degree relative with a history of CVD before his/her 60th birthday; hypertension;
hypercholesterolemia; Diabetes Mellitus type Il; myocardial infarction; angina pectoris;
peripheral arterial disease, heart failure, CVA or TIA.; and [5] having an absolute 10-year risk
for CVD, higher than 20% after blood tests and physical examinations at baseline (document
selection criteria addendum 2).

Eligible patients were randomly assigned to three groups. Patients in the intervention
group obtained Quattro-care and three monthly assessments of their risk profile for CVD.
Patients from the first control group (A) received usual GP care and three monthly risk
assessments and the GP as well as the patient were informed about the results of these
measurements. It was thought to be ethically and practically unacceptable to assess a risk
profile and not to inform the patient and GP about the results. However, this approach of
assessing risk and informing patients and GP was thought to interfere with daily practice and
bias the results. Therefore, a second blinded control group (B) was needed to quantify the
effect of the risk assessments. This group received usual GP care and was measured once at

4 For a more elaborate description of the intervention, study methods including its methodological justification
and overviews of its results see: El Fakiri (El Fakiri 2008).
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the end of the study. The research team assessed the effectiveness of the multidisciplinary
collaboration with the returned patient monitoring data by comparing patients from the
intervention group with those from the first control group after 1-year follow-up with regard
to the reduction achieved in the 10-year absolute risk of developing CVD. The second control
group, aimed to quantify the effect of structured risk profile assessments performed in the
first control group, was compared with the first control group.

The Ethnographic Study

In order to analyse how this prevention programme was shaped in practice, we observed
how the practice nurses provided the patient-tailored health education and performed the
structural CVD risk profile assessments and how these facilitated the patients in achieving
lifestyle modifications. By means of participant observations (Spratley 1980; Creswell 2003),
we observed four out of seven practice nurses assigned to the project in their daily work,
each for five workdays each, from April 2003 till December 2004. One practice nurse refused
cooperation; one practice nurse was on maternity leave and one was not yet in function.
During the observations no notes were made, because note taking was felt to intrude on
the interactions between the practice nurses and their patients and colleagues. During these
observations a total of 63 patient consultations were attended. Because of the recurrent
nature of the programme’s follow-up, the observations also contain succeeding follow-
up consultations of patients. Fieldnotes were made immediately after leaving the health
care centres. Throughout each observation it was possible to ask questions or to request
clarification. In addition, a total of five interviews were held with the practice nurses: two
non-audio-taped semi-structured face-to-face interviews due to objections to audio-taping
and three audio-taped semi-structured face-to-face interviews. The interviews were held
at the health care centres and lasted approximately one and a halve hour. In all interviews,
the practice nurses were asked about their experiences with the Quattro programme, their
dealings with patients in the programme and their activities in the primary health care
centres. All interviews were transcribed immediately after the interviews.

The patients in the observed consultations were invited to take part in the Quattro
programme, as they were all at high risk for developing CVD and not yet properly managed
for hypertension, hypercholesterolemia and/or diabetes mellitus type Il. All patients were
registered atthe health care centresand werelivingin the deprived neighbourhoods the health
care centres provided their services to. During the patients consultations observations were
made about how both the practice nurses and patients participated in this health promotion
programme. Whenever possible, informal conversations with the patients took place about
the possibility and difficulties incorporating the recommended lifestyle adjustments into
their lives. With three patients audio-taped semi-structured face-to-face interviews were held
to go more in-depth into their motives for participating in prevention programmes and the
difficulties participation may portray. The interviews lasted approximately one hour and were
held at the patients’homes. The interviews were transcribed immediately after the interviews.

In this study the process of analysis took place in a cyclic manner. Emerging insights
and themes were jotted down, and were taken into account during succeeding observations,
interviews and final analysis. During the final analysis, all transcripts, written records, and
personal jot notes were analysed more in-depth. We analysed all information thematically,
establishing overarching categories through identifying and coding all pieces of information.
By means of developing overarching categories (taxonomy) overall descriptions of the
information could be made in more general terms.
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Results

The Role of Inclusion Criteria in the Selection and Enrolment of Eligible Individuals
We start our analysis of the role of screening methods and risk profile assessments by looking
at the selection of people eligible for prevention interventions. Screening methods and risk
profile assessments are not neutral. What we saw in our ethnographic study was interaction
between the inclusion criteria as example of such instruments and selected individuals. The
inclusion criteria did not determine which individuals participated and which did not. The
selected individuals were seen to have an active role in the selection and enrolment of the
intervention and therewith they related to the inclusion criteria. The inclusion criteria were
part of the individuals’ legitimisation to enrol or to reject their participation. Enrolment or
rejection of participation thus was more than just the projection of the individuals’ opinion
on the outcomes of the inclusion criteria; enrolment or rejection of participation was the
resultant of the individuals' opinion that was formed in interaction with the inclusion criteria.
For the selection of people eligible for the Quattro intervention, the inclusion criteria
were important as they explicated the risk to CVD people had and indicated the danger of
having a CVD event in future. The inclusion criteria enrolled only those individuals who were
identified with the risk to CVD. What we saw was that people actively negotiated the identity
of patienthood the inclusion criteria ascribed them.

‘what does a 15% risk for CVD matter when | am feeling well’ [...] the patients with
diabetes [...] they clearly have diabetes; a high sugar level, that is more concrete
to deal with (interview practice nurse 27-01-2006)

Infact, theinclusion criterialegitimatised the decision to enrolinto the prevention programmes
or not. The inclusion criteria thus created effects, as people enrolled into the intervention,
and at the same time they reduced the group of eligible people thereby decreasing the
ultimate effect. In the Quattro programme people enrolled as “they thought that their GP
had registered them for the study; that they were screened by their GP. They found it was
important to take part, as they thought they had a high risk” (interview practice nurse 27-01-
2006). The fact that these people had become selected for the Quattro programme suggested
that their enrolment was important as they were ‘at risk’ The individuals who enrolled,
identified themselves with the danger to their health these inclusion criteria portrayed, as
well as identified themselves with the classification of patienthood the inclusion criteria
ascribed them.

On the other hand, the inclusion criteria also obstructed individuals to take part in
the intervention. In fact, the individuals who felt they were defined as people they felt they
were not declined their enrolment. For example, one of the people selected to take part in
the trial refused to participate in the trial, because he refused being defined as ill. The man, in
his mid-thirties and hardly home from work at four o'clock p.m., explained, while sitting on his
couch smoking his hand-rolled tobacco, he had taken blood pressure lowering medication
in a very stressful period of his life in which he had to deal with losing his job that caused
the rise of his blood pressure levels. “But now | don't take these pills anymore, because that
stressful period is over. So, | don't think it is necessary for me to take part” (observation
patient selection fase May 2003). Others refused to participate in the programme, as a nurse
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explained, “because they fiercely objected to the fact they were assumed to live in deprived
neighbourhoods. They felt they were defined as people they felt they were not” (observation
data manager 28-02-2006).

The south of Rotterdam indeed has some bad neighbourhoods, but would you
define this neighbourhood in which the houses sell for up to 400.000 euros a
deprived neighbourhood? That's why | don't agree seeing the south of Rotterdam
as a deprived neighbourhood (interview patient 14-03-2006)

The enrolment of eligible individuals into interventions can thus be understood as the
result of individuals actively accepting or rejecting the definition of patienthood and/
or as living in deprived neighbourhoods that these inclusion criteria ascribe to them. The
use of inclusion criteria as a method for selecting and enrolling individuals in prevention
programmes legitimises the decision to enrol into prevention programmes. On the one hand,
the inclusion criteria create effects, as they objectify the individual risk to health individuals
have by explicating the conditions that make up that risk, like their genetic make-up and/
or physical condition and the neighbourhoods with its related lifestyles people live in. Yet,
the inclusion criteria reduce the group of eligible people and thus decrease the possible
effect of the intervention. The inclusion criteria do not select and enrol all individual who are
considered eligible based upon the health risks they have, they only select those individuals
‘at risk’ that identify with the construction made and are open to adapting their lifestyles to
the requirements of the prevention programmes. People thus demonstrate their agency and
voice, as they actively decide whether to enrol into prevention programmes or not. And the
inclusion criteria provide them the legitimisation for their decision.

The Role of Structural Risk Profile Assessments in the Course of Prevention Programmes
In the course of prevention programmes, the same movement of creating effects and at the
same time decreasing possible effects can be seen for structural risk profile assessments.
The structural risk profile assessment did not determine how the patients participated
and adapted their lifestyle behaviours or not. Also during the course of the prevention
intervention patients were seen to have an active role and therewith they related to the
structural risk profile assessments. In fact, the structural risk profile assessments were part of
the legitimisation to adapt treatment to the personal circumstances of patients or for patients
to adopt the recommended lifestyle behaviours or not. Actual treatment and behavioural
change was the resultant of the opinion that were formed in interaction with the inclusion
criteria.

In the Quattro Study, the three-monthly structural CVD risk profile assessments (re)
established the anticipated chance of having a CVD event in future. Through measuring a
patient’s weight, length and blood pressure and issuing blood tests on cholesterol and
glucose levels, the risk for CVD is defined as the conglomerate of various characteristics of the
individual’s biology and lifestyle that are to be considered traits or advantages to health. As a
practice nursed explained:

Risk factors become more and more important. [...] When a patient has a blood
pressure over 160 mmHg, you not only look at the height of his blood pressure,
you also have to look at other risk factors, like e.g. age, weight, length, smoking
and cholesterol. [...] Registering is here of utmost importance. First you have to
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gather all the data before you can calculate the absolute risk profile of patients
(observation researcher 09-03-2004)

The CVD risk profile also defines which parts of the risk for CVD are changeable through
lifestyle modifications and which are not. For example: “a patient’s age and gender [...] are
not modifiable; they are fixed variables in the risk for CVD” (interview researcher 26-01-2006).
Whereas the individual’s biology is genetically determined, the other variables in the risk
for CVD - a person’s weight, blood pressure, cholesterol and glucose levels - are modifiable
through diet, physical exercise and smoking cessation. Lifestyle, however, does not let itself
modify that easy as it involves the continuous abandonment of habits and lifestyle patterns
that have been there for long. In other words, with the structural risk profile assessments
explicating the unique constellation of a patient’s risk for CVD, these assessments drive an
individualised management of risk. The personal problems participants have to deal with on
a daily basis determine the extent of the improvements in their health. As a practice nurse
illuminated:

The practice nurse is the person for that inventory. [...] A GP doesn't see the
real problems patients deal with; he only sees e.g. a high blood pressure and
not the patients’ daily personal problems. To be able to supervise these patients,
a practice nurse needs to understand these problems patients deal with
(observation intervention progress meeting 20-04-2004)

The structural assessment of participants’ risk profiles created effects as they visualised the
risk behaviours that made up participants'risk profiles. And at the same time, as the structural
risk profile assessments measured the effect of the individualised management of risk on the
reduction of the CVD risk in participants, they reduced the possible impact of the intervention
as they allowed for the adaptation of the treatment plans depending upon the outcomes of
the measurements. Although this was not intended in the original design of the intervention,
the risk profile assessments allowed the practice nurses to create a hierarchy in risk factors
in individual participants, as they believed not all risk factors could be tackled all at once. In
fact, the risk profile assessments made it possible to change those risk behaviours that made
up participants’ risk profile in which reductions in CVD risk could be achieved with minimal
efforts. In other words, the practice nurses negotiated the original purpose of the risk profile
assessments as this was not workable in daily practice.

What we saw in participants was that, as these assessments visualised the progress
participants were able to make in reducing their CVD risk and improving their health status,
they functioned as a motivator for achieving the recommended lifestyle changes. In other
words, these assessments created effects as they monitored the effects of the patients’
lifestyle choices. For example:

The practice nurse puts on the cuff and starts taking the patient’s blood pressure. Both
the patient and the practice nurse look at the sphygmomanometer. When she
is finished, she takes off the cuff and writes the results on a piece of paper.‘Is it
alright now?’ the man asks. The practice nurse nods her head and says it looks fine
(observation patient consultation 04-11-2004)
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And as a patient tells one of the practice nurses about losing weight:

‘Indeed, you have lost almost three kilos in two weeks’time. How do you keep up?’
The female patient tells she does follow a diet since two weeks now [...] ‘Good,
and your kids?'‘They get their own food' The female patient twinkles when she is
telling the practice nurse. It feels good. My clothes do fit much better already. And
she lifts up her dress by the shoulder seams [...] (observation patient consultation
14-07-2004)

Yet, we also saw that these structural risk profile assessments reduced the groups of patients
adopting new lifestyle behaviours and thereby decreasing the ultimate effect of the
intervention. In fact, the patients negotiated the lifestyle modifications that the structural
risk profile assessments envisaged in order to reduce the risk of cardiovascular diseases. As
the structural risk profile assessments visualised their CVD risk profile as a conglomerate of
risk factors, these assessments enabled them to make choices in the behavioural changes
they were recommended to make and in what order. For example as illustrated in a fragment:
“I regularly walk the dog now and take my medication when I'm supposed to, but | still eat
my usual mash. | don't like the extra fuss. | told the practice nurse from the beginning I'm
not changing that!” (conversation patient 14-07-2004). So, the risk profile assessments as
they objectify the risk to CVD have effects and construct the behaviour of patients. These
assessments thus prove to be a constructive force. On the one hand, they motivate patients
to continuously achieve improvements in their health. On the other hand, they decrease
the ultimate effect of prevention interventions as these assessments give patients agency
and voice, as they are facilitated to actively decide upon the lifestyle changes they want to
incorporate into their lives.

Discussion

In this paper, we analysed the role screening methods and risk profile assessments fulfil
as part of a prevention and health promotion programme in the selection, enrolment
and participation of participants. Our analysis showed, that screening methods and risk
profile assessments create effects as they objectify health risks and/or the health status of
individuals, i.e. they select the individuals ‘at risk’ and indicate the lifestyle modifications
these people are required to make in order to improve their health. Yet, these instruments
also reduce the group of participants thereby decreasing the possible effect of interventions,
as they provide the legitimisation for people to make choices to whether they enrol or not
and what lifestyle changes they incorporate into their lives. The outcomes of the risk profile
assessments function as a tool for participants for making these choices. The assessment
of participants’ risk profiles present the risk to health as a collection of smaller parts, from
which participants are enabled to choose the changes to their lifestyles. In other words, these
instruments present a space of interaction, in which agency is distributed across the practice
nurses, the participants and the risk profile assessments. Decisions were not just made upon
the projection of the outcomes of these instruments; decisions that were made by both the
patients and practice nurses were the resultant of their opinions on these outcomes that were
formed in interaction with the instruments.
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Our results have two important implications. Firstly, prevention and health
promotion programmes have a more limited outreach than is assumed when interventions
are developed. Such programmes only exhort a selective group of their target populations
to participate. In addition to Howson (Howson 1998), who argued that screening methods
and risk profile assessment are instruments of inclusion and exclusion, screening methods
and risk profile assessments only include those people that identify with the construction
of patienthood that is made. Those people who do not identify with the construction are
excluded but may very well benefit from health promotional activities too.

Secondly, the effects of screening methods and risk profile assessments generated
in prevention and health promotion programmes should be considered as effects of such
interventions. The use of scientific knowledge and method feeds the notion thatimprovement
in health can be rationalised and numerically established and is the only objective proof of
the interventions’ effectiveness, as the effectiveness is evaluated through comparing the
new interventions and/or treatments versus regular care. Subsequently, this leaves no room
for other effects - i.e., the positive effects of risk profile assessments on health improvement
in prevention interventions [8, 9] - that are found in interventions, as they simply do not
count as genuine effects. These effects are considered merely part of regular care of which
the effectiveness is not evaluated. Result of such a narrow focus on effectiveness is that the
aforementioned effects thus remain invisible, as they are considered outside of the scope of
the evaluations.

We therefore argue, in concordance with Horstman and Houtepen (Horstman and
Houtepen 2005), that in order to establish the effectiveness of interventions pragmatic
forms of evaluation should be applied. Pragmatic evaluations provide the opportunity to
broaden up the scope of effectiveness in evaluations in which all effects of interventions can
be incorporated and can be classified as effects of the interventions. Pragmatic evaluations
allow for the incorporating of multiple evaluation methods (Nutbeam 1998; Tones 2000) that
allow for the incorporation of the ongoing dynamics in interventions when performed in
practice, as interventions will always be localised and contextualised in practice (Tones 2000;
Jansen, Foets et al. 2009). The way in which screening methods and risk profile assessments
construct behaviour thus can than also be evaluated as genuine effects of prevention and
health promotion interventions.

In conclusion, it is our contention that there should be more attention and
appreciation for the role screening methods and risk profile assessments fulfil in generating
health effects. Therefore, a broader notion of effectiveness should be obtained in prevention
and health promotion. Moreover, screening methods and risk profile assessments fulfil an
important role in the empowerment of patients, as these instruments legitimise decisions on
enrolment, participation and behavioural change and facilitate them to make autonomous
decisions about their care.
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Thetaming of chance and theactual practice
of prevention; rationalised prevention and
‘the Social’

Introduction

The practice of prevention has increasingly become rationalised over the years (Porter
1995; Hunter 2003). As in prevention programmes in general, science and statistics have
become part and parcel of the prevention of cardiovascular diseases (CVD). The prevention
of cardiovascular diseases is becoming rationalised. And for some time now, the notion of
health risk has been a central concept. One reasons for this is, firstly, a changing perception
of nature, body and disease from the nineteenth century onwards. As Hacking (1990) has
shown, since a new manner of scientific reasoning based upon statistics came into being in
the nineteenth century, prevention and health promotion programmes have become about
the ‘taming of chance’ Aided by statistics and the explanatory power of statistical patterns,
the idea grew that nature could be mastered and controlled by science (Porter 1995). With
this shift in scientific reasoning, nature was no longer perceived to be deterministic in
character, but became perceived as predictable and controllable. In other words, scientific
and statistical information about diseases and conditions was - and still is - perceived to
generate the possibility to control diseases and even eradicate them (Armstrong 1995).

A second reason for the rationalisation of the prevention of cardiovascular diseases
is the rise of 'risk factor epidemiology’ Aronowitz (1998) showed, that with the Framingham
Heart Study in the 1950's ‘health risk’emerged as a concept, that quickly invaded mainstream
medical thinking of and practice on cardiovascular diseases. The notion of health risk has
become important, as it provides the information about the chance of hazard - or risk - to
health caused by cardiovascular diseases in individuals in terms of probabilities (Carter 1995).
In fact, the notion of health risk renders cardiovascular diseases to be known or knowable
and thus preventable (cf. (Bunton, Nettleton et al. 1995), as it portrays the probability of
cardiovascular events in people in future. Whereas in the pre-risk factor era cardiovascular
diseases were considered “not preventable at the present time’, contemporary approaches
stress that cardiovascular diseases are preventable by identifying and intervening in the
modifiable risk factors such as smoking, high blood pressure and high cholesterol (Aronowitz
1998).

The rationalisation and enumeration of prevention allow for the grasping of people’s
health and theirrisk for CVD in quantifiable terms (Carter 1995; Gabe 1995b; 1995a). Risk profile
assessments produce numerical outcomes of an individual’s health status that are considered
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objective, neutral, and removed from all subjective interpretation. Because of a growing
‘trust in numbers’ (Porter 1995) in prevention, scientifically gathered numerical outcomes
have become associated with objectivity, neutrality and legitimisation of treatment. In other
words, as risk profile assessments measure and objectify the health status of individuals,
they enable the classification of individuals as ‘deviant’ in respect to their health status and
legitimise medical intervention or treatment to be undertaken (Howson 1998). For example,
individuals with a blood pressure above the norm tension of 140/90 mmHg measured over
a longer period of time are considered ‘hypertensive’ and at risk for cardiovascular diseases.
These numbers indicate hypertension and legitimise treatment with blood pressure-lowering
medication. The rationalisation and enumeration of prevention thus allow to diagnose the
health of individuals, that are ‘at risk’ for CVD and perceived to be ‘deviant’in respect to their
health status compared to other individuals (Hacking 1990).

With the best of intentions, a rationalistic approach does hold a deterministic
notion towards health. The rationalistic approach in prevention is based upon the idea that
nature can be mastered and controlled by science (Porter 1995). It is based upon the idea
that nature’s hazards can be countered rationally (Carter 1995; Gabe 1995b; 1995a) and
diseases can be fought with technoscience. It assumes that once the scientific and numerical
information on health risks is known, diseases can be intervened upon scientifically and
restored by medicine (Scott and Freeman 1995). Such a view underscores a belief in a kind of
medicine that is scientific and determines peoples’ behaviours, health, and the outcome of
diseases. Moreover, it suggests a deficit in knowledge in relation to health in ordinary people.
It assumes that ordinary people have to be assisted and educated about health and health
risks (cf. (Lupton 1993)), as medicine is believed to know best. This belief in the deficit model
of the public understanding of scientific medical knowledge is embedded in contemporary
approaches in health promotion. It is based upon the modern idea of the economical
and rational individual that acts upon the information it gathers. It assumes that as once
individuals are provided with the necessary scientific and numerical information on health
risks; the risks of different choices in life can be compared and decided upon rationally. And
when rationally weighting the costs and benefits of these choices in life, those lifestyles are
chosen that result in ‘good’ health. According to Hacking (1990), this is a salient side-effect
of the rationalisation and enumeration of prevention and health promotion. Individuals are
submitted to an increasing control and intervention upon their health and have less freedom
in determining their lifestyles.

Prevention and health promotion programmes reflect such a rationalistic and
deterministic approach to health. In fact, they are set up to exhort people to make the
necessary lifestyle changes in their lives. For example, the prevention of cardiovascular
disease is set up not only to just provide the scientific and numerical health risk information.
These programmes are also set up to improve the knowledge of individuals about the
interrelatedness of cardiovascular disease and lifestyles, and to change the individuals’
attitudes, self-efficacy expectations and awareness of one’s behaviour. In other words,
a rationalistic approach to health suggests that providing individuals ‘at risk’ for CVD with
sufficient scientific, numerical information and teaching them the skills to interpret and
manage this information, individuals will act rationally and start living healthy lifestyles. As
is the case in prevention and health promotion programmes in general, the prevention of
cardiovascular diseases can thus be characterised as providing individuals with the necessary
information on health and health risks and making it easier for them to take responsibility
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and control over their own condition and solve their health problems (Bodenheimer, Lorig
et al. 2002).

The Dutch Quattro Study project is an example of a prevention programme that
employed a rationalistic approach to cardiovascular health. The project was set up to evaluate
the effectiveness of multidisciplinary prevention of cardiovascular diseases in primary health
care for patients ‘at risk’ for cardiovascular diseases (CVD) in deprived neighbourhoods. In
order to establish sustainable lifestyle modifications in »at risk< patients, the project had taken
up anindividual-oriented approach. Treatments and health advice were tailored to individuals
and their unique risk profiles. However, despite the efforts, the researchers concluded that the
Quattro Study project had a limited effect (El Fakiri 2008; El Fakiri, Hoes et al. 2008). After one
year follow-up reductions in the risk for CVD were observed but these were not considered
significant. In fact, it was concluded that the health education activities provided within the
programme did not result in significant reduction in cardiovascular risk (El Fakiri 2008). In a
process evaluation, the Quattro Study researchers suggested that the lack of effectiveness
was the result of the low commitment to the programme of both health care professionals
and participants (El Fakiri, Hoes et al. 2008). The health care professionals and the participants
in these interventions had not been participating as expected; health care professionals had
not delivered the interventions as planned, and participants were not compliant with the
interventions as expected.

The limited results of the Quattro Study, however, are not unique in this respect. Also
other prevention programmes targeting cardiovascular diseases in the Netherlands report
such disappointing results (see e.g. (Ronda 2003; Ronda, van Assema et al. 2004; Harting
2005; Harting, van Assema et al. 2006; Kloek, van Lenthe et al. 2006)). In the literature, though,
numerous authors have argued that a solution to this lack of effectiveness of such prevention
and health promotion programmes can be overcome by forcing health care professionals
to better perform the interventions in daily care as planned and better urge participants to
better comply with the requirements of these programmes (see e.g. the process evaluations
in (Jansen, Foets et al. 2009)).

This current state of affairs points to an interesting conflict that exists within
prevention and health promotion in general and in the prevention of cardiovascular diseases
in particular: Although prevention and health promotion programmes exhort individuals
to make the necessary lifestyle changes in their lives, they do not have that effect. When
performed in practice prevention and health promotion programmes often work out
differently than expected. Moreover, the “messiness” of daily practice is considered to cause
these programmes to fail. Considering this “messiness” an epiphenomenon or confounder of
the programme rather than an integral part of it, is the result of the deterministic perspective
that is embedded in the rationalistic approach to health in prevention and health promotion.
This perspective portrays idealtypes of prevention and does not do justice to the actual character
of prevention and health promotion practice. In order to try and understand what happens in
the practice of prevention and health promotion programmes, in this chapter | use concepts
from Science and Technology Studies (STS) to analyse how the Quattro Study programme
was actively shaped in practice by the health care professionals and participants.

STS have formulated a critique to the technological determinism that exists in
modern, rationalised societies. Rather than arguing that ‘technology’ determines its use and
purpose it is used for and that its development follows a preset path, STS acknowledge that
‘society’ plays an important role in the construction of technology and the subsequent form
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it takes. ‘Technology’ and ‘the social’ are not seen to be separate entities, but are considered
to be in constant interaction and therefore they mutually shape each other. STS have argued
that technological determinism is wrong and is empirically incorrect as it denies the role ‘the
social’ has in influencing the development and construction of technology (van der Ploeg
2007). In fact, it is said not to provide a sufficient explanation for the ever-present variability in
medical practice after implementation of technologies, like programmes for the prevention
of cardiovascular risk. If preventive interventions did determine the effects or impact they
have in medical practice, than their implementation would result in the desired effects
irrespective of the medical settings within which these interventions are implemented. In
other words, if this manner of reasoning was correct, implementing prevention and health
promotion programmes would be successful in reducing the cardiovascular risk in individuals
in society. Moreover, STS have argued that - in order to show how ‘technology’and‘the social’
mutually shape each other - one should study the informal processes underlying the actual
use of these technologies in medical practice (Berg 1995). Therefore, | have conducted an
ethnographic case study of the aforementioned Quattro Study, in which | studied what the
project comprised, and how the project’s researchers, primary health care professionals and
participating patients mutually shaped the intervention, and influenced the intervention’s
delivery and its outcomes. The ethnographic case study design enabled to study how the
project’s researchers developed and evaluated the intervention, how the intervention was
delivered in primary health care practices and how both health care professionals and
patients actually participated in the intervention.

The Quattro Study

The Quattro Study was a multi-centred pragmatic randomised controlled trial on the
effectiveness of multidisciplinary care teams in primary care for the secondary prevention
of cardiovascular diseases (CVD) administered in primary health care centres in deprived
neighbourhoods or Rotterdam and The Hague, the Netherlands. In contrast to conventional
randomised controlled trials (RCT), like Jonvallen discusses (Jonvallen 2010), pragmatic
randomised controlled trials establish the effectiveness of interventions under routine
conditions (Armitage 1998; Hotopf 2002), in which they allow for interventions to incorporate
variations in practice at the different sites and allow for targeting a heterogeneous patient
population. Conventional RCTs, on the other hand, require interventions to be standardised,
to be implemented uniformly among sites and to target a homogenous patient population
in order to evaluate the effectiveness of interventions. The Quattro Study specifically targeted
people living in deprived neighbourhoods, as the prevalence of cardiovascular risk factors is
higheramong individuals with alow socio-economic status and ethnic minorities thanamong
the indigenous Dutch population (Kloek, van Lenthe et al. 2006; El Fakiri 2008). Moreover, as
the cardiovascular risk consists of the non-modifiable risk factors age and sex, and modifiable
risk factors, such as cholesterol, systolic blood pressure, obesity and smoking (EI Fakiri 2008),
the intervention aimed to achieve risk reduction in modifiable risk factors.

Primary health care was considered the best setting for providing the intervention. In
the Netherlands, almost all patients are registered within a general practice and the general
practitioners (GPs) act as a gatekeeper in the Dutch health care system (El Fakiri 2008). The core
of the Quattro Study was the structural collaboration between a practice nurse, a peer health
educator, the GP, and an assistant (hence Quattro care) in providing intensified preventive
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care®. Multidisciplinary patient care teams were thought to improve the quality of care in
general practice, as they are seen as a means of relieving the workload of GPs and to assist
them in providing preventive activities (Steptoe, Doherty et al. 1999; Cullum, Spilsbury et al.
2005; Raftery, Yao et al. 2005; Callahan, Boustani et al. 2006; Rosemann, Joest et al. 2006). GPs
in deprived neighbourhoods have a great deal of information about patients, but - due to
their high workload - do not use this information for case-finding and secondary prevention.
They lack the time and the organisation to actively invite people for regular follow-up and risk
profile assessments (Lobo, Frijling et al. 2003; VWS 2005).

Before participants were enrolled in the intervention, individuals aged between 30-
70 years with one or more registered risk factors for CVD (hypertension, hypercholesterolemia,
diabetes mellitus, family history of CVD or personal history with CVD, and smoking) were
selected from the five centres’ electronic GP medical records. Hereafter their risk profile
for CVD was established by means of physical examination of blood pressure, weight and
height and biochemical measurements of fasting glucose, HbA1c and lipid profile. Using the
Framingham Heart Study risk equation their absolute risk for developing a cardiovascular
event in the next 10 years was computed. Eligible participants enrolled in the intervention
had a modifiable part of the absolute 10-year risk of cardiovascular disease (CVD) of at least
5%5.

Eligible participants were randomly assigned to three groups. Participants in the
intervention group obtained Quattro care and three-monthly assessments of their risk profile
from the practice nurses. Participants from control group A received the three-monthly risk
assessments performed by the assistants on top of usual GP care. A blind control group B was
needed to quantify the effect of the risk assessments. This group was to receive usual GP care
and was measured once at the end of the study. The effectiveness of the multidisciplinary
collaboration was assessed by comparing the reduction in CVD risk achieved in participants
from the intervention group with those from control group A after one year follow-up.
Control group B, which aimed to quantify the effect of structured risk profile assessments
performed in control group A, was compared with control group A. The follow-up period for
the intervention and control group A was 12 months and the intervention programme lasted
9 months.

As multidisciplinary patient care was considered a potential improvement in the
provision and organisation of care services in primary care, a Dutch insurance company
facilitated the employment of practice nurses in the practices by providing financial
compensation. By providing this financial compensation, they offered GPs a financial incentive
to participate in the Quattro Study. In the Dutch healthcare system, insurance companies
operate as a ‘third actor’ and are occupied with the organisation of care and improvements
thereof by order of the Dutch government. For that reason, Dutch insurance companies often
support such improvement project financially.

5 The intervention described the main tasks for the intervention team: GP (treatment task, overall medical
responsibility), practice nurse (risk assessment, coordination and prevention tasks), assistant (logistic task) and peer
health educator (ethnic specific health education).

6 See for a more elaborate description on how the Framingham Heart Study risk equation was used and how the
modifiable part of the absolute risk was determined (El Fakiri, Bruijnzeels et al. 2005).
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The set-up of a rationalistic prevention regime

The programme was developed by researchers, but was to be conducted by practice nurses
in primary health care centres located in those deprived neighbourhoods where the project
aimed to improve people’s cardiovascular health. Each patient enrolled in the intervention
was invited to visit the primary health care centres for three-monthly individual education
sessions with a practice nurse. In these sessions their risk profile was re-assessed every three
months through the physical

measurements of height, weight, and blood pressure levels and blood tests on glucose and
cholesterol levels. Thereafter, the patients were given health educational advice on what to
do to improve their cardiovascular health. According to one of the researchers of the project,
these risk profile assessments were more important than the provision of just health advice,
as these provided insights into the severity of the cardiovascular health status of individuals.
The information from the risk profile assessments determined the necessary treatment and
relevant health education, as the researcher explained:

Risk factors become more and more important. [...] When a patient has a blood
pressure over 160 mmHg, you not only look at the height of his blood pressure,
you also have to look at other risk factors, like e.g. age, weight, length, smoking
and cholesterol. [...] Registering is here of utmost importance. First you have
to gather all data before you can calculate the absolute risk profile of patients.
Secondly, you have to motivate patients to change their risk behaviour. The
practice nurse and/or peer health educator do have an important task in this.
(observation researcher)

Based upon this information the patients’risk profiles for CVD could be established by adding
and subtracting the negative and positive aspects of an individual’s biology and lifestyle. In
line with current epidemiological evidence on cardiovascular diseases and risk factors, the
researchers acknowledged that a person’s biology provided a non-modifiable part of CVD risk
and a part that was modifiable and was lifestyle-related. For example:

[...] a patient’s age and gender define the risk on cardiovascular diseases (CVD)
that is not modifiable. Age and gender are fixed variables in the absolute risk
on CVD; e.g. men are at higher risk than women in getting CVD even when age
increases. (interview researcher)

The researcher indicates this patient has to become more physically active [...]
‘his weight is the most important factor; as the weight decreases, the glucose
levels will decrease too' (observation conversation researcher with practice
nurse)

The risk profile assessment projects the anticipated chance of having a CVD event in future
(Carter 1995) into the present in the form of a percentage. The height of the percentage
determines the probability of such an event happening in future. In fact, the various
characteristics of the individual’s biology and lifestyle are considered traits or advantages
to health (Carter 1995). Whereas the individual’s age and gender, as non-modifiable factors,
indicate a person’s genetic riskfor CVD, the actual change of aCVD eventin futureis determined
by the modifiable variables in the risk for CVD - a person’s weight, blood pressure, cholesterol
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and glucose levels. The researchers acknowledged that as the influence of a person’s biology
on the risk for CVD could not be erased; the risk for CVD could only be reduced through
identifying the modifiable risk factors and intervening upon lifestyles. But as they reckoned
changes to health behaviours and lifestyles difficult to be achieved for patients in deprived
neighbourhoods through only the provision of health risk information, an additional support
system with practice nurses and/or peer health educators was considered essential. In other
words, lifestyle, in relation to biology, was thought of as easily modifiable via additional
support of practice nurses, peer health educators, advice and counselling.

In order to diminish the onset of CVD in future and regulate participants towards the
risk factors'norm levels stipulated in GP guidelines’, every three months participants were also
given individualised advice and counselling on the importance of regular physical exercise,
adherence to regulative medication, their food intake to reduce obesity, and stopping with
smoking in order for them to make the changes in their lifestyles. The risk factors norm levels
were considered “the (treatment) goals patients have to meet” (conversation researcher). The
health education was tailored to the specific modifiable risk factors with which a patient’s
risk profile was made up and was provided verbally and through information leaflets by the
practice nurses and/or peer health educators.

In the Quattro Study a rationalistic prevention regime for the prevention of
cardiovascular diseases was set-up in which the patients were enrolled. In fact, this prevention
regime was built upon the attribution of cardiovascular risk to patients and instructed
them how to engage in reducing this risk. In common with other prevention programmes,
in the Quattro Study patients were encouraged to behave in a sensible and responsible
way and to take appropriate actions to protect their future health (Armstrong 2007). In
the prevention regime not only the patients’ current health status at the time of the three-
monthly individual patient education sessions was monitored, also the progress that patients
made in achieving lifestyle modifications was monitored through the recurrent use of the
physical measurements and blood tests. In other words, this CVD prevention intervention
facilitated the living of healthy lives (Bunton, Nettleton et al. 1995). From a scientific medical
perspective as elaborated upon in the introduction, the programme facilitated patients in
taking responsibility and control over their own condition and solve their health problems
(Bodenheimer, Lorig et al. 2002). A structure of additional support by practice nurses and/or
peer health educators was organised and considered essential for patients to do so.

This prevention programme, characteristic for prevention programmes in general,
provided patients ‘at high risk for CVD’ with the opportunity to care for themselves and their
selves (Vaz and Bruno 2003) and underscored patients’ individual responsibility and agency
therein (Lupton 1993; Hallowell and Lawton 2002). This was evidenced by, for example, two
practice nurses in conversations | had with them about the essence of prevention:

When you inform patients thoroughly the more risk factors they have, the higher
the chance they could develop cardiovascular diseases, you also have to indicate
patients have a responsibility in this [...] You can give patients leaflets on what
patients can do themselves to reduce risks, like smoking cessation, losing weight
by means of dietary advice, exercise more and such, but they have to do it.
(interview practice nurse)

7 Inthe Quattro Study, hypertensive patients had to be regulated to a norm tension of 140/90 mmHg or less. The
norm value for hypercholesterolemia was an average total cholesterol (tChol) less than 5 mmol/I. And the BMI score
had to be reduced to less than 27 (document manual for intervention 2000).
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Patients have to [...] realise that lifestyle change has more effects than pills and
powders. (fieldnote practice nurse)

Despite these efforts to provide multidisciplinary patient care for the prevention of CVD to
assist and support patients in actively managing their health within a rationalistic prevention
programme, the researchers concluded that the Quattro Study project had a limited effect (El
Fakiri 2008). Although after one year follow-up reductions in the risk of CVD were observed
in the participants of the intervention groups and in the participants in control group A who
had received regular care, these were not considered significant. The researchers concluded
that although the addition of practice nurses and peer health educators in primary care for
additional support of patients was assumed to improve the prevention of cardiovascular
diseases, the risk for CVD was not sufficiently diminished in programme participants.

The actual practice of prevention and the agency of patients

The ethnographic study, of which the findings are used in this chapter, was nested in the
project. The ethnographic findings help to explain these disappointing results of the Quattro
Study. Not astonishingly, in the Quattro Study programme the health care professionals and
the patients participated differently to the trial researchers’ expectations. In fact, the Quattro
Study in practice was shaped by the way patients participated in the intervention and the
way health care professionals related the rationalistic prevention regime to them.

With the prevention regime of the Quattro Study in place as the basis for the
facilitation of patients changing their health behaviours in order to prevent the onset of
cardiovascular diseases in future, the practice nurses individualised the management of risk
for each patient. In other words, the practice nurses, in order to facilitate patients in changing
their lifestyles, translated this individual risk for CVD to patients into something that makes
sense to them (Callon 1986). As one of the researchers indicated during an intervention
progress meeting that was organised by the researchers to assist the practice nurses in
conducting the programme, that in the actual practice of prevention a development is taking
place towards a partnership model in which medical professionals have to cooperate with
patients, which was also visible in the Quattro project:

[...] a shift is taking place from an authoritarian model — in which patients are
told what they have to do — towards a partnership model in which you cooperate
with the patient. (observation intervention

progress meeting)

In practice, this meant that the rationalistic prevention regime, which was developed by the
researchers, had to be related to the patients by the practice nurses and had to be adjusted
to the patient’s daily circumstances. When patients visited the primary care practices every
three months, the practice nurses informed on the patients’ knowledge and perceptions of
CVD, and informed on their daily circumstances. This information the practice nurses used
for determining a hierarchy in risk factors in individual patients to be tackled. One of the
practice nurses explained why she related the prevention programme to individual patients.
She explained that as the daily circumstances of patients are that directive in patients’ lives,
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she needed to know these circumstances in order to adjust her supervision and support to.

The practice nurse is the person for that inventory. [...] A GP doesn't see the
real problems patients deal with; he only sees e.g. a high blood pressure and
not the patients’ daily personal problems. To be able to supervise these patients,
a practice nurse needs to understand these problems patients deal with.
(observation intervention progress meeting)

It was considered that as the risk for CVD comprised a conglomerate of different risk factors,
not all risk factors could be tackled at once. Moreover, although prevention and health
promotion in general is aimed at achieving reduction in health risks and aimed at health
status improvements, the practice nurses acknowledged that the personal problems patients
had to deal with on a daily basis would determine the extent of the improvements in health
that could be achieved (Rapley 2008).

In fact, these daily circumstances could make it difficult or impossible for patients
to modify their lifestyles, even though the practice nurses supported patients in doing so.
As a result those risk factors in patients were tackled first in which with minimal efforts
the largest gains in risk reduction could be expected. So, for the practice nurses the daily
problems and circumstances respectively determined pragmatically the order in which risk
factors were treated - not primarily a formal rationalistic risk assessment model. In Jonvallen’s
words, one could say that the programme’s participants are being enacted not as merely
biological bodies but as individuals with personal and social problems. In fact, taking into
account these daily problems and circumstances that could prohibit patients to alter their
behaviours was crucial for the practice nurses, as the cooperation of patients was needed
to be able to regulate their health as one ‘at high risk’ towards ‘good health’ As one of the
practice nurses explained during an intervention progress meeting:“The patients’ motivation
is crucial...sometimes when patients don’t want to lose weight, they never will” (observation
intervention progress meeting).

The practice of the Quattro programme was not only shaped by how the practice
nurses related the programme to patients and translated it to their daily circumstances. The
Quattro programme was also shaped by how the patients participated in the intervention.
The extent to which patients did participate varied throughout the project. In fact, the
three-monthly risk profile assessments influenced the way patients participated as well as
to what degree they changed their lifestyles, as the outcomes of these assessments enabled
them to make choices to what extent they conformed to the prevention regime that was set
up. According to the argument of Howson (1998), risk profile assessments, the diagnostic
techniques used and their capacity to objectify risks, discipline patients in making appropriate
lifestyle changes. This presumes that patients are submitted to prevention regimes and
assumes lifestyles and health behaviours to be easily modifiable for patients. What we saw in
the Quattro programme, however, was that the level of participation in patients varied along
the continuum of ‘no participation’ to ‘full participation’ and that aiming to modify lifestyle
is not a unilateral process. In fact, the outcomes of the risk profile assessments helped and
supported patients to variously conform to the programme.

The structural risk profile assessments helped to support and motivate only those
patients who aligned to the goals of the programme and translated these goals into personal
goals.The outcomes of the risk profile assessments portrayed a linear and dichotomous image
of the future and projected patients’ current health status as the result of the lifestyle choices
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that were made in the past and one’s future health as the consequence of the lifestyle choices
individuals make at present. As exemplified in the next fragment of a patient consultation a
practice nurse had with a patient:

‘But if you eat and take your tablets regularly now, we do not have to raise your
medication dose!’What do you mean?’’l mean that if you eat healthier, exercise
more and take your medication, you do not have to change to insulin later’
(observation practice nurse)

As one of the practice nurses, for example, explained during a recurrent consult why it was
important for high-risk patients to take their medication: “It is important to have a patient
started on the right dose of medication in an as early as possible stage. The consequences in
the long run will than be much less severe” (observation practice nurse). Although one could
say that the risk profile assessments created an image of one’s future as one of ill health if one
does not take control now, they did not submit all patients to this image. It persuaded only
those patients to take responsibility and control over their own condition to try to solve their
health problems (cf. (Bodenheimer, Lorig et al. 2002)), for whom this image worked appalling.
In other words, only those patients participated fully according to regime of the programme,
who found conformation to the programme and lifestyle change important:“as they believed
they had a high risk” (interview practice nurse). As the practice nurse elaborated further, in
the same interview:

They did come [...] they thought it was important. | kept seeing them every
three months during the consultations. But this was mainly because of the blood
tests....the frequency remained high because they were sent a blood test form
every three months by the researchers. That's why they kept coming. (interview
practice nurse)

Moreover, as these risk profile assessments objectified their risk for CVD as the conglomerate
of different risk factors that could or could not be modified through lifestyle changes, these
assessments also enabled patients to make choices in which behavioural changes they made.
For example as illustrated in a fragment from a conversation | had with a patient:

| do take my medication more regularly now, but I still eat my usual mash. | don’t
like the extra fuss of eating differently. | told the practice nurse from the beginning I'm
not changing that! (conversation patient)

Like Vaz and Bruno (Vaz and Bruno 2003) have argued: as the Quattro project advocated
numerous possible lifestyle changes deemed to prevent the onset of CVD events in future,
it enabled patients to make choices. Though prevention and health promotion activities
convey the promise of a longer and healthier life provided the individual’s self-control over
pleasures, patients are seen to bargain between the habits they do not want to abandon
and other behaviours that are thought to prevent a disease. So, although prevention and
health promotion programmes convey a message of responsibility and self-control, they are
not simply rationalistic regimes that submit all participants to a set of rules. In fact, the risk
profile assessments did provide patients with agency. They provide the patients with the
opportunity to actively shape the practice of prevention and health promotion through the
extent of their participation.
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Conclusion

In this paper | have shown how primary care professionals and participating patients mutually
shape prevention interventions. In the Quattro Study project, a rationalistic prevention
regime was set up, that was built upon the attribution of cardiovascular risk to patients
and instructed them how to engage in reducing the risk for CVD and the chance of having
CVD events in future. In common with other prevention programmes, the Quattro Study
encouraged patients to behave in a sensible and responsible way and to take appropriate
actions to protect their future health. However, health care professionals and patients
participated differently than the trial researchers expected. In fact, this paper showed that
although a rationalistic prevention regime was set up, both health care professionals and
patients actively shaped the practice of prevention. The practice of the Quattro Study was
shaped by the way patients participated in the intervention and the way the health care
professionals related the prevention regime to them.

In the context of prevention programmes that are often rationalistic in nature, that
are based upon the ‘taming of chance’ and in which risk profile assessments are used to
systematically and objectively monitor the health status of individuals (Moreira 2007), the
health of individuals is presumed to be mastered and controllable. The increasing control
and intervention upon individuals’ health, as Hacking (1990) has argued, is a salient side-
effect of the rationalisation and enumeration of prevention and health promotion, in which
a direct relation between scientific, medical information and ‘good health’ in individuals is
presumed. However, as the ethnographic analysis shows, there is no such direct relation
between health risk information and ‘good health’ As in many social science studies, the
ethnographic analysis shows that individuals live relatively stable lives rather than changing
their habits due to scientific, medical information and intervention. Firstly, the researchers
of the Quattro programme defined the programme as ineffective in achieving reductions in
cardiovascular health risk in patients. And secondly, patients were not submitted to the rules
of the prevention regime that was set up; within the context of this particular preventive
intervention patients were seen to have agency. In fact, patients made choices to what extent
they conformed to the programme and to what lifestyle and behavioural changes they
incorporate into their lives. The programme persuaded only those patients to participate fully
who aligned themselves to the rules of the prevention regime and personalised its goals.

Although prevention and health promotion programmes ultimate aim is the mastery
and control over the health of individuals, the ethnographic analysis problematises this
ultimate aim. In fact, with the biological and physiological make up of individuals considered
as non-modifiable risks to cardiovascular health, lifestyles and health behaviours - or better
‘the social’- have become the target of medical intervention and restoration in contemporary
prevention and health promotion (Scott and Freeman 1995). In relation to biology, lifestyles
and health behaviours are considered easily modifiable. The provision of health risk
information and systematic monitoring that make up contemporary prevention regimes,
are considered the panacea for achieving the wished-for changes in lifestyles and health
behaviours in patients for preventing diseases in general and for preventing cardiovascular
diseases in particular (Aronowitz 1998). However, ethnographic analysis shows that lifestyle
and health behaviours are not easily modifiable. Although they are the target in contemporary
preventive interventions, the lives of patients in their respective social contexts (Beck 2010)
and their daily circumstances are not taken into account when developing these programmes;

87



The taming of chance and the actual practice of prevention

in the practice of prevention and health promotion programmes health care professionals
have to relate and translate these programmes to patients to possibly achieve changes in
lifestyles and health behaviours. Thus, prevention and health promotion programmes
have a double obligation (Mckie 1995). On the one hand, prevention programmes aim at
the improvement of the health status of ‘at risk’ patients, and on the other hand, in these
programmes rationalistic prevention regimes have to be tailored, related and translated to
individual patients as their cooperation is needed. Taking this double obligation into account
prevention and health promotion than is no longer solely about transferring the responsibility
for good health to patients, it is about accepting the ‘the social’ as integral part of prevention
and health promotion practices.
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General conclusion
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The problem with prevention work is always that you have to legitimise what you
do, why you do it this way, and can you show results? How many people turn
up? Is it useful then? And what are their experiences? Yes, you know yourself, but
you have to legitimise your choices towards the subsidisers and that is always a
certain tension. (prevention professional cp2 in Horstman & Houtepen 2005:85,
translation from Dutch YJ)

The pragmatic trial methodology: an attempt to combine pragmatism and systematic
evaluation

This thesis evolved around the issue of how to evaluate the effectiveness of health promotion
and prevention such that it matches the criteria for sound scientific research and at the same
time produces knowledge that can more easily be embedded in routine medical practice.
In other words, this thesis concerned the issue of how to bridge the science-practice gap in
complex public health settings. More specifically, | analysed one example of an evaluation
methodology that tried to accomplish this: the pragmatic trial methodology.

Despite the enormous sums of funding that are spent to develop prevention and
health promotion interventions that are effective for improving the health of populations,
and specifically heard-to-reach populations, the ‘return on investment’ of these interventions
proves to be small. The effectiveness and impact of prevention and health promotion
interventions has been difficult to establish. The interventions of which the effectiveness
and impact were shown in test situations, were single interventions and focussed on the
prevention of single conditions (cf. (Glasgow, Lichtenstein et al. 2003; Blakemore and
Davidson 2006)). Evaluations of complex interventions targeting multiple conditions
have shown time and again no or minimal effects (e.g. (Mackenbach and Stronks 2002; de
Vries 2004; Kloek 2004; Kloek, van Lenthe et al. 2006; Schuit, Wendel-Vos et al. 2006)). Also,
interventions did not disperse out of test settings into routine medical practice. Some might
say because these interventions were not proven (cost-)effective, others suggested the
conventional randomised controlled trial (RCT) methodology to be presumed too rigid for
evaluating the effectiveness of complex prevention and health promotion interventions. The
problems RCTs are confronted with are, firstly, the translation of evidence-based medicine
into routine medical practice. Secondly, setting up good RCTs that correspond with the
research questions to be answered or the health problems in communities to be tackled
has proven to be extremely hard (cf.(Horstman and Houtepen 2010)). For this reason, many

91



scholars have argued that additional and/or pragmatic modes of evaluation are needed to
develop evidence on effectiveness that corresponds with and ‘fits’ routine medical practice
(cf. (Susser 1995; Nutbeam 1996; Macdonald 2000; Black 2001; Twinn 2001; Macdonald 2002;
Glasgow, Lichtenstein et al. 2003; Hunter 2003; Blackwood 2006)).

In the search for new modes of evaluation, the pragmatic trial methodology gained
much attention as an alternative methodology with the potential to produce evidence that
corresponds with routine medical practice and matches the criteria for sound scientific
research. The pragmatic trial methodology allows for the interventions tested to ‘fit’ the
dynamics of routine medical practice, and at the same time be evaluated using a trial setup
for comparing the intervention with regular care. In the pragmatic trial methodology the
approach towards the development and implementation of interventions in routine medical
practice is different from conventional RCT designs. In recent years, the notion that for
complex interventions to become embedded they have to match the dynamics of routine
medical practice has gained ground. In contrast to the conventional RCT methodology in
which interventions are considered the standard for practice, it is believed that interventions
cannot be fully standardised but have to be embedded in the routines, culture and
organisation of specific practices and therefore have to be flexible. The interventions have
to — among other things — correspond with the problems in care provision experienced by
health care professionals in routine medical practice, and have to be adjustable to existing
work processes. Through this tailor-made approach health care professionals are provided the
core elements of the intervention that have to be performed, and are given the opportunity
to pragmatically develop, organise and adjust the intervention. Such a tailor-made approach
provides (primary) health care professionals the opportunity to shape an intervention and its
implementation in practice such that the procedures of the intervention can be embedded in
and be dynamically adjusted to the organisational circumstances, interprofessional relations
and work processes. The pragmatic trial methodology thus allows for complex interventions
to be pragmatically developed and implemented within medical practices.

Theresearchreported herefocussed on one example of suchadynamicallyembedded
intervention, Quattro Care, and the pragmatic trial set up to evaluate this intervention. The
pragmatic approach allowed the Quattro Study intervention to correspond with the (tacit)
knowledge of primary health care professionals concerning the functioning of the primary
health care centres the intervention was tested in. It emphasised the importance to involve
primary health care professionals in the development of interventions and the production
of evidence as a form of co-production. It should be noted that |, in relation to health care
professionals co-producing interventions, | believe both ‘development’ and ‘implementation’
to be non-static phenomena. In concordance to the arguments several scholars of science
and technology studies (see e.g. (Bowker and Star 2000; Dehue 2002; Timmermans and Berg
2003)), | believe ‘development’ and ‘implementation’ to be intertwined. With this in mind, |
argue them to be dynamic processes in which interventions once they are developed and
implemented in routine medical practice to become evaluated for the effectiveness by
means of the pragmatic trial methodology, they will evolve and become reappropriated (and
thus developed further) by the health care professionals who use them. The development of
interventions as well as the implementation is never over. Although one could distinguish
‘development’ from ‘implementation’ as the formation of the intervention formats before
they are tested versus the interventions being introduced into medical practice, in the
remainder of this chapter with ‘development’ and ‘implementation’ | mean the whole life
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cycle of interventions and its dynamic process by which interventions are reappropriated
and embedded in medical practice.

In theory the pragmatic trial methodology is ‘the best of both worlds' It provides
health care practices with the freedom to organise the intervention format and its core
elements to fit local context, organisational circumstances and work processes, and it
corresponds to the societal emphasis on rationalisation to establish effectiveness according
to the criteria of sound scientific evaluative research and a validated trial methodology. As
such the pragmatic trial methodology is suggested to produce evidence on effectiveness
that embeds more easily in routine medical practice, as the evidence it produces corresponds
with and‘fits’the dynamics of that same practice. This places the pragmatic trial methodology
on the crossroads of routine medical practice and evaluation through scientific research. This
thesis shows how the pragmatic trial methodology works out in practice.

Pragmatic trial: an oxymoron?
As the pragmatic trial is a methodology allowing for new complex interventions to be
developed and implemented pragmatically, this affects the mode of evaluation. In order to
establish the effectiveness of complex interventions, the mode of evaluation might consider
the causalities between intervention components, the relations between multiple health and
non-health outcomes, as well as the processes by which these components bring about change
in routine medical practice and in patient groups (cf. (Petticrew 2011)). The evaluation has to
deal with the process of intervention further development and enactment in routine medical
practice. In other words, it has anticipate the development and implementation cycle and the
adjustments made during the intervention process. Therefore, often qualitative methods are
conducted alongside or nested within the pragmatic trial methodology. Qualitative methods
are used because they are able to provide insights into the intervention process, that are
different from for example quantitative process evaluations. As qualitative methods provide
insights that are more in-depth, enriched with anecdotal information and more elaborate
context descriptions, they are able to provide insights into how routine medical practice is
able to make the intervention fit the local context and adjusts the intervention to changes in
that local context during its course. And as such qualitative methods may enable to reflect on
the consequences of the intervention-in-action for the evaluation of effectiveness. In this way,
qualitative methods facilitate an iterative cyclic process of feedback and adjustments. This
was also the starting intention of issuing an ethnographic case study parallel to the Quattro
Study. The ethnographic case study design enabled to study how the project’s researchers
developed, implemented and evaluated the intervention, how the intervention was enacted
and developed further in primary health care practices and how both primary health care
professionals and patients participated in the intervention. Through this, it would be able to
help describe the intervention-in-action and allow for adjustments to the evaluation design.
Pragmatic trials, however, are particularly difficult to perform. Because of the
dynamics in routine medical practice, the interventions change over time and are different
in various settings. Health care professionals make various adjustments to the interventions
to adapt to the specific or changing conditions of routine medical practice. In other
words, as Timmermans and Berg have argued, interventions always become localised and
contextualised (cf. (Timmermans and Berg 2003)) and therefore they start to differ. As a result,
the evaluation - using any form of trial design -- is for scientific researchers a continuous
and pragmatic process of solving methodological dilemmas ad hoc. In pragmatic trials in
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particular, scientific researchers are constantly balancing the internal and external validity of
the evaluation designs the interventions are tested with (cf. (Godwin, Ruhland et al. 2003))
due to the inherent combination of pragmatism with systematic evaluation. The pragmatic
trial methodology places scientists and health care professionals for numerous dilemmas in
which they are confronted constantly with the question what to weight more: the scientific
criteria for sound evaluation and research or fitting the interventions to the ever changing
circumstances of routine medical practice? Often interventions are seen to have unanticipated
effects, which are not the primary outcome but are considered part of the preconditions the
interventions have to meet in order to be potentially effective. Also in the Quattro Study more
effects than those on health outcomes were visible. To name a few, firstly, practice nurses
became embedded in the primary health care centres as primary health care professionals
with a function in its own right. And secondly, because of the Quattro Study additional
consults, intensified care and support — which was not regularly part of the participating
primary health care practices -- could be provided to patients that could use this intensified
care.

In concordance with the argument of Petticrew (2011), who states that depending
upon the perspective researchers adopt either’simplicity’or'‘complexity’is seen as the inherent
characteristic of interventions (cf. (Petticrew 2011)), one could be critical of the pragmatic trial
methodology or not. From a ‘simplicity’ perspective, one could argue that the intervention
was not developed correctly or the implementation of the intervention in practices was not
guided properly by the scientific researchers. From a ‘complexity’ perspective these ‘other’
effects would not remain unanticipated effects of the intervention. But by merely being critical
of the pragmatic trial methodology, it's intention of bridging the science-practice gap would
not have been taken seriously (cf. (Timmermans and Haas 2008)). It would in fact underscore
- instead of overcome - the dichotomy between pragmatism and systematic evaluation and
respectively the dichotomy between routine medical practice and scientific research. In this
concluding chapter | argue that the pragmatic trial methodology not only is a new mode of
evaluation, but has to be considered as an infrastructure for bridging the science-practice gap
and for facilitating change and innovation to take place in routine medical practice. Moreover,
| argue that in order for the pragmatic trial methodology to be really pragmatic, it needs
to employ a complexity perspective incorporating a broader perspective on effectiveness,
and needs to fully accept health care professionals, participants as well as instruments co-
constructors and co-producers of interventions and their outcomes. The pragmatic trial
methodology should focus on the evaluation of complex interventions as they are shaped
and formed in routine medical practice, in order not to become an oxymoron.

In order to build the argument, the findings in this thesis will be discussed according to three
main themes.
1) therole and value of complexity in the pragmatic trial methodology;
2) the role and value of scientific instruments used within the pragmatic trial
methodology for routine medical practice;
3) the role of qualitative methods/mixed methods approaches in the pragmatic
trial methodology

The role and value of complexity in pragmatic trial methodology
According to the way of thinking about ideal evidence and evaluation underlying the use
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of the conventional RCT methodology, complexity is simplified for the purpose of assessing
outcomes. Moreover, the development of prevention and health promotion interventions is
considered to be based upon theory and established evidence. Furthermore, to determine
the interventions’ effectiveness, they should be systematically evaluated under preferably
experimental conditions. An important requirement for this is that all the intervention
elements, application methods and strategies should be applied in a consistent manner,
preferably in different but similar primary health care settings and should deliver the same
kind of evidence. Interim adjustments to or deviations from the intervention format during
the evaluation of the intervention are to be avoided as much as possible, as they make it
(more) difficult to establish the effectiveness through comparing the situation before the
start of the intervention with the situation after the intervention in both the experimental
and control groups. Alternatively, deviations from the intervention format during the study
period are controlled for by scientific researchers using process evaluation as an input.
Through these methods the local context and the complexity of routine medical practice are
simplified and reduced as much as possible to elements non-important to the actual success or
effectiveness of interventions. But as the pragmatic trial methodology combines pragmatism
with systematic evaluation, and incorporates the local context and the complexity of routine
medical practice as crucial to the development of effective interventions that fit routine
medical practice, this gives rise to the question how the pragmatic trial methodology deals
with complexity. In this section this question will be explored on the basis of the findings of
the research into the Quattro Study.

As shown in chapter 1, initially the researchers in the Quattro Study at least to a
certain extend led the primary health care practices themselves implement the intervention.
In time, however, the researchers increasingly performed additional activities or interventions
in order to have the intervention executed according to its original format and for gathering
the information needed to correct any flaws or missing data, which would enable made
them to establish the effectiveness of the intervention unambiguously. When performing
these additional activities, the researchers influenced the course of the intervention being
appropriated and developed further by the health care professionals. Therewith, in a sense
they depragmatised the intervention forming a fit with medical practice. Herewith, the
emphasis within the pragmatic trial methodology shifted from the intention of pragmatically
developing effective interventions that fit the local context of primary health care practice
towards evaluation through scientific research in more or less standardised practices. In
contrast to its intention, the rationalistic and systematic character of prevention and health
promotion gained emphasis over pragmatism within the Quattro Study. Additionally, a process
evaluation was performed to account for the remaining differences between the intervention
as planned and the intervention as performed using quantifiable process indicators such as
e.g. the attendance of health care professionals in multidisciplinary meetings, the attendance
of participating patients and the amount of consults delivered according to plan (El Fakiri,
Hoes et al. 2008). This points towards a change of the ‘logic’ of the Quattro Study, showing
that this complex intervention evaluated via a pragmatic trial, just like in the conventional
RCTs, is undone from its complexity (cf. (Dehue 2002; Bartholomée 2004; Dehue 2004)).

Despite its intentions, and although quantitative process evaluations are
undertaken to unravel the intervention process, in the practice of conducting a pragmatic
trial methodology the complexity of routine medical practice and intervention enactment
is reduced to a black box. The process of intervention enactment is reduced to the process
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indicators used in the quantitative process evaluations, leaving other contextual information
out of scope. In a sense, black boxing the full process of intervention enactment. Despite its
attention for pragmatism and for the local context, within the pragmatic trial methodology
process indicators are not primarily incorporated in the evaluation and used to indicate the
level of the intervention’s adaptation or adjustment to this local context. In fact, the focus
of the evaluation within the pragmatic trial methodology is foremost on the effectiveness
of prevention and health promotion interventions, which is defined as a specific outcome
measure: the health outcomes on an patient group level. The evaluation of complex
interventions combining educational activities, health promotion and new organisational
approaches is reduced to the results in patient’health outcomes and not to the level of change
andinnovation the intervention has brought into the health care practices. Process indicators
are only used to control for the deviation of the intervention and used to assess outcomes in
relation to those deviations. As a consequence, the scope of the evaluation remains limited to
the evaluation of health outcomes therewith prohibiting a full insight into the intervention’s
complexity and the dynamics of intervention enactment.

In concordance with the argument of Petticrew (2011), if complexity is seen to be the
key feature of interventions, then other types of research may be necessary for illuminating
those complex processes (cf. (Petticrew 2011)). A more intensive cooperation between the
quantitative and qualitative methods might accommodate for this lack of attention for the
process of intervention enactment in relation to the complexity of local routine medical
practice. In the Quattro Study, this was also intended by issuing an ethnographic study
parallel to the intervention’s evaluation. It was intended that an iterative cycle of feedback
and adjustment between the realms of science and practice would come into existence that
would transform the intervention as well as its evaluation to accommodate for complexity
(cf. (Bate and Robert 2002; Zuiderent-Jerak, Strating et al. 2009)). As this thesis has shown
by studying the Quattro Study, an iterative cycle of feedback and adjustment between the
realms of science and practice did come into existence, but differently than was expected.
As the findings of chapter 1 show, that what should have been systematic in the pragmatic
trial methodology (the inclusion of patients and maintaining randomisation for evaluation
purposes) became more pragmatic, and what should have been pragmatic (the intervention
enactmentin the primary health care centres; the delivery of Quattro Care and data collection)
became more systematic. The iterative cycle of feedback and adjustment did not transform
the evaluation parameters or the evaluation design, it did transformed the intervention.
The ethnographic findings indicating the variety in intervention enactment among the
participating primary health care centres (e.g. the findings that practice nurses, or peer health
educators or both delivered the intervention to ethnic minority patients) formed the basis
for extra standardisation efforts by the Quattro Study researchers. The developed guideline
and the intervision meetings for practice nurses are examples. Instead of the pragmatic trial
methodology intertwining the realms of practice and science, the contradictions between
those realms became more imperative on the basis of findings from the ethnographic study,
emphasising the rationalistic and systematic character of the pragmatic trial methodology.
The realms of evaluation and practice remained separated. Although process evaluations
could to some degree accommodate for the influence of local context and local intervention
enactment on the outcomes, as has been shown in chapter 3, these were only conducted
after the event. Moreover, they were not focused so much on bridging the science-practice gap,
but rather on measuring deviations from the interventions under study. As a result, they are
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unable to accommodate for the complexity of routine medical practice and lift the lit of the
local intervention enactment processes.

What happens during the intervention process is considered to result in the
effectiveness of interventions: the improvement in health or the decrease in health risks in
individual patients. This is a narrow definition of effectiveness. It also implies the application
of a specific target patient policy as effectiveness can only be shown in a specifically defined
patient population. As this thesis has shown by studying the Quattro Study, the intervention
is organised among the primary health care centres in a variety of ways, it is not performed
as planned by the scientific researchers and care and treatment are not provided to a specific
patient population, but are provided to all patients on an ad hoc basis. The use of such a
narrow definition of effectiveness makes it difficult to evaluate the intervention as it is
shaped, formed and further developed in routine medical practice. For the Quattro Study
researchers this induced a continuous balancing act between letting the primary health care
centres make adjustments to embed the intervention in local contexts, and establishing
the effectiveness of the intervention using a outcome measure that is limited in scope (cf.
(Godwin, Ruhland et al. 2003; Jansen, Bal et al. 2006). In other words, when using such a
narrow definition of effectiveness in the pragmatic trial methodology scientific researchers
are confronted with methodological dilemmas, as they have to balance between establishing
effectiveness according to conventional methods and studying the effects of the intervention
in relation to their local context(s) pragmatically.

With the outcomes of the interventions being limited to only one very specific
outcome measure, other (unanticipated) effects of the intervention as a result of local
intervention enactment remain invisible (cf. (Mol 2006)). These other effects are suggested
to be merely the conditions under which interventions ought to be considered effective.
The narrow definition of effectiveness thus adds to the reduction of the intervention as a
black box, in which the complexity of routine medical practice and the dynamic process of
intervention enactment are at least partly obscured. But if the effectiveness or success of an
intervention was more broadly defined and in accordance with aspects relevant to the local
context of primary health care practice, such as tacit knowledge of health care professionals,
work processes and organisational circumstances, other results might have emerged. For
example, the workability of the intervention for primary health care professionals would have
been a more pragmatic definition as it would correspond more with criteria that are of more
relevance and importance to routine primary health care. The success of the intervention is
not only determined by its format or the particular composition of ameliorative compiled
core elements, it is also determined by how well primary health care professionals are able
to adapt and provide health educational activities, advice and support to patients that
correspond with the personal circumstances these patients are in. As is shown in chapter 4,
the results of the intervention are determined on the one hand by the level of participation
achieved in patients and on the other hand by the workability of the intervention for primary
health care professionals. Moreover, the level of participation is determined by patients
deciding upon the need and urgency that is presented to them, their openness to adapting
their lifestyles to the requirements of the prevention and health promotion intervention, and
the actual decision they make therein.

Through a specific focus on effectiveness as outcomes in health and related to that
a specific target patient policy, the pragmatic trial reduces the complexity of routine medical
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practice in order to make evaluation possible and less difficult. However, despite its original
intentions, this results in an emphasis shift within the pragmatic trial methodology; a shift
from pragmatism embedding interventions in the local context of routine medical practice
and allowing adaptations to systematic evaluation of improvements in health. Therewith,
the pragmatic trial methodology and the instruments it uses provide the image that they
are a method for neutrally gathering evaluative data for establishing effectiveness. Just
like conventional randomised controlled trials (RCTs), interventions in the pragmatic trial
methodology are still considered to resemble the original intervention as much as possible.
In other words, just like Dehue and Barthelomée have argued concerning RCTs (Dehue 2002;
Bartholomée 2004; Dehue 2004), also the pragmatic trial methodology forms an experimental
mould to which routine primary health care practice, primary health care professionals as well
as participating and selected patients are formed. Despite its intentions of establishing the
effectiveness of complex intervention under routine, non-experimental conditions to allow
for the incorporation of the complexity and variability of care processes in interventions, the
pragmatic trial methodology standardises the design, the content and the delivery of the
interventions (cf. (Hawe, Shiell et al. 2004; Riley, Hawe et al. 2005)). Even in the pragmatic trial
methodology, any deviation from the norm this experimental mould forms is for evaluation
purposes not wished for.

It is my contention that the dilemmas | indicated and presented in the previous
paragraphs are inherent in the pragmatic trial methodology in general. With the pragmatic
trial being a derivate of the RCT methodology, though a new mode of evaluation, there are
not yet sufficient answers to these dilemmas. And as a result, pragmatic trial researchers deal
with local variations and adaptations of interventions according to the existing manners of
thinking. Moreover, these manners of thinking are induced by established infrastructures
within science. The RCT methodology is since long acknowledged as the ‘gold standard’
methodology for establishing the effectiveness of interventions. It is an infrastructure that
binds “an academic, industrial and regulatory complex” (Wahlberg and McGoey 2007), and its
criteria for quality of evidence, for the interpretation of trial results, disclosure and publication
bias (cf. (Latour and Woolgar 1986; Latour 1987; Wahlberg and McGoey 2007)). Public health
researchers are bound to conform to the criteria the scientific community has laid down
with the RCT methodology. In order for researchers to receive external funding, generating
research findings and publish, one has to abide to those criteria. Any difficulties in getting
evidence into practice are treated as a ‘problem of performance’ in which routine medical
practice and participating patients are at flaw, instead of the evaluation (Fletcher 2002;
Catford 2009; Horstman and Houtepen 2010). Furthermore, although numerous scholars
have argued in favour of more observational studies both quantitative and qualitative in
nature (e.g. (Black 1996; McKee, Britton et al. 1999; Silverman 2009)), the existing scientific
infrastructure hinders researchers in the medical field to fully go for full observational studies.
In observational studies the pragmatist’s strategy ‘whatever works, works’ is not considered
scientific enough.

The role and value of scientific instruments for routine medical practice

As the chapters of this thesis have shown, in order to evaluate the effectiveness of a complex
intervention, the complexity of routine medical practice is reduced; with the Quattro Study
researchers performing additional activities to have the intervention performed according
to its original format, attempts were made to standardise the dynamics of the process of
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intervention enactment. In order to assist the primary health care professionals organising
the intervention, the preferred intervention’s execution, the data gathering procedures and
the medical-technical actions to be performed were formalised by means of an additionally
developed guideline. In other words, with scientificinstruments, such as guidelines, protocols,
screening instruments, risk profile assessments and the trial methodology, formalisation and
standardisation are brought into routine medical practice for the purpose of minimising the
possibility of variations in practices and increasing the possibility of a systematic scientific
evaluation.

However, this suggests that with introducing scientific instruments medical practice
are provided a blueprint to what practice should formed itself. This analysis does not do
justice to the role and value of scientific instruments for routine medical practice. Although
for evaluation purposes scientific instruments are used to more or less standardise the
execution of interventions and their evaluation, in medical practice these same scientific
instruments provide the handles to organise new manners of providing care. For example,
as chapter 2 has shown, although a guideline was developed to have the Quattro Study
intervention performed as planned by the researchers, the developed guideline also proved
to be a means to have the intervention organised and embedded within medical practice and
to discard existing hierarchical interprofessional relations. The guideline acted as a reference
point for the participating primary health care centres, which does however not mean that
it was actually implemented, as the primary health care centres still had leeway to localise it.

This process is also shown in chapters 4 and 5. Here scientific instruments such as
screening methods and risk profile assessments not only function as an selection mechanism
via inclusion-exclusion (cf. (Howson 1998)) for patients that considered eligible for preventive
activities. These same instruments are a means to provide preventive care that is targeted
at eligible patients as well as is adjusted to the social and personal circumstances of these
patients. In the Quattro Study, screening methods and risk profile assessments were used
to select and include the ‘right’ patients necessary for establishing the effectiveness of the
intervention. Based upon physical parameters these instruments created and defined eligible
patients, rationalised and objectified the health risks and/or health status and as such they
identified preventive regimes of behavioural and lifestyle changes necessary to reduce any
health risks. With this one would expect that all eligible patients that were selected, also
participated and conformed to the preventive regimes the practice nurses presented them.
But this was not the case. Although the outcomes of these instruments persuaded patients
to participate, they also convinced patients not to. The outcomes of these instruments
enacted a constructive force as the outcomes were given meaning to by patients as well as
primary health care professionals. In concordance with the argument of Epstein (cf. (Epstein
2007)), based upon that signification process, that same specific target population policy not
only stimulated patients to participate but also exhorted potential patients and decreased
the potential effectiveness of the intervention. In fact, the outcomes of these instruments
provided the legitimisation for people to make choices to whether they enrolled or not and
what lifestyle changes they incorporated into their lives. In other words, whereas the purpose
of selecting and including the ‘right’ patients is important for the purpose of evaluation
and establishing the effectiveness of interventions, in primary health care practice these
instruments provide patients ‘voice’ as these instruments provide legitimation to enrol in
interventions or not (cf. (Horstman and Houtepen 2005)).

Moreover, whereas these instruments on the one hand exclude patients that do
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not match the inclusion criteria for preventive activities, on the other hand these same
instruments provide the primary health care professionals the handles to identify patients
that are in need of prevention and support. In the Quattro Study these instruments not only
brought in a scientifically based selection mechanism for delivering preventive care, these
same instruments provided them also the means to provide preventive care that was also
adjusted to the social and personal circumstances of patients. Instead of subduing patients
to the full prevention regime, the instruments allowed the practice nurses to provide
preventive activities to tackle those health risk behaviours in which positive outcomes could
be achieved. So, scientific instruments of value to scientific research also are of great value for
routine medical practice as these instruments are means to have new manners of providing
care organised in correspondence with scientific standards, but also in correspondence
with the social circumstances of patients. Put differently, the scientific instruments have a
performative nature as they form medical practice to a certain extent, on the other hand
these instruments provide health care professionals leeway as to how to adapt preventive
activities to individual patients.

This way, the pragmatic trial methodology can be seen as an infrastructure for
embedding innovation(s) in primary health care. The pragmatic trial methodology brings
scientific instruments into routine medical practice. And there, the scientific instruments fulfil
a performative role in having new scientifically based manners of care provision become
part of routine medical practice. As these instruments provide a description of interventions,
they also provide legitimation of what prevention and health promotion activities and what
medical-technical actions need to be performed. Moreover, these instruments also structure
the order and/or elements of these activities in time, in importance and among health
care professionals (cf. (Timmermans and Berg 2003)). And therewith, they change existing
interprofessional relations and embed new health care professionals and new prevention
and health promotion processes into routine medical practice. This underscores the
performativity of such scientific instruments. To a certain extent, scientific instruments used
for evaluation purposes form and shape routine medical practice in concordance to scientific
standards. These are interventions in their own right just like health educational activities,
lifestyle advice and medical treatments; these instruments are not neutral, they are part of
the process of intervention enactment and co-produce the effectiveness of prevention and
health promotion interventions.

The role and value of qualitative methods for the pragmatic trial methodology

As the review in chapter 3 has shown, qualitative methods proved to have a minimal
contribution to the development and evaluation of complex prevention and health
promotion interventions. Although it is a recent trend to use qualitative methods alongside
or nested within the pragmatic trial methodology, the data generated by means of qualitative
methods have as of yet a minimal contribution to pragmatically adjusting and adapting the
interventions to the local context of primary health care. In fact, as chapter 3 has shown,
the qualitative methods used generate information on the organisational circumstances,
interprofessional relations and work processes in medical practice that may impede the
interventions from being executed as planned. Furthermore, qualitative methods generate
information about the experiences of primary health care professionals and participating
patients and their attitudes towards change. As a consequence, qualitative methods are
used to generate information on the barriers and facilitators to the implementation of the
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interventions under study, which are mostly used to explain and interpret the outcomes
on intervention’s effectiveness afterwards (cf. (Tones 2000; O’Cathain, Murphy et al. 2007;
O’Cathain, Murphy et al. 2008; Jansen, Foets et al. 2010)). Herewith, | am not claiming that
generating evidence on the barriers and facilitators to the implementation is not important,
on the contrary. But asinterventions always become localised and contextualised, the barriers,
facilitators and other lessons learned during evaluation are unique to test settings studied
and therefore not transportable to other test settings per se. In fact, it is my contention that
generating evidence on the barriers and facilitators to implementation induces a vast growing
list of criteria complex interventions are required to meet in order to increase their chance of
becoming embedded in routine medical practice, making these complex interventions more
complex and therefore difficult to maintain.

Despitethe currenttrendto apply mixed methodsforthe developmentandevaluation
of complex prevention and health promotioninterventions (cf. (Rich and Ginsburg 1999; Sinuff,
Cook et al. 2007; de Salis, Tomlin et al. 2008; Britten 2011)), the qualitative and quantitative
paradigms are asymmetrically positioned within the pragmatic trial methodology. In line
with Roth and Breuer (2003), who have argued that in order for any sort of multidisciplinary
or mixed methods research to work, the different research paradigms need to become one
activity system in order to create possibilities for innovations in science (cf. (Roth and Breuer
2003)). In other words, interventions should be rethought over and over again - despite their
optimal, suboptimal or even staggering effectiveness. Otherwise one could speak of one-
sided developments of research paradigms and of practice and science, which inevitably
will harm patients, society and the imago of professionals, be it doctors or researchers. The
asymmetrical positioning of qualitative and quantitative paradigms in the pragmatic trial
methodology, in that way, creates a deprivation of evaluation research. In addition Fulop et
al. (2003) and Lomas et al. (2003) have argued that it is vital for the further development of
prevention and health promotion research and research on the improvement of health care,
that “researchers who have traditionally taken a ‘black box’ approach focusing on inputs and
outputs need to work with researchers who study context and processes” (cf. (Fulop, Allen et
al. 2003; Lomas, Fulop et al. 2003)). In other words, to evolve evaluation research researchers
from both quantitative and qualitative paradigms need to combine the focus on effectiveness
with the process of intervention enactment broadening the definition of effectiveness.
Trends towards the acknowledgement of complexity and process of intervention enactment
in evaluation research are becoming visible and gain ground as a counterweight to the
contemporary emphasis on systematic scientific evaluation and rationalisation in policy and
public health research (see e.g.: (Avison, Lau et al. 1999; Reason and Bradbury 2001; Bal and
Mastboom 2007; Zuiderent-Jerak 2007; Whitehead 2009)). This is among others also visible
in the call texts of recent research funding programmes in the Netherlands such as the
proposed Dutch National Programme on the Quality of Care, the Dutch National Programme
Elderly 2008-2012, and the Dutch National Programme Prevention 2010-2015 on applied
research and implementation studies of prevention programmes (see the website of ZonMw,
www.zonmw.nl). However, despite a growing acknowledgement of complexity and process
of intervention enactment, the demarcation as described above is still present in much
evaluation research, including the pragmatic trial methodology. Some might say that the
growing acknowledgement of complexity favours evaluation studies of interventions that are
not substantiated with scientific evidence of their effectiveness. Others might argue that in
order to have interventions that are already proven effective embedded in medical practice,
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the acknowledgement of complexity and process of intervention enactment might facilitate
this to happen. | believe, this demarcation hinders actual possibilities for synergy between
quantitative and qualitative paradigms to take shape in evaluation research projects in the
form of constructive discussions, methodological innovations and new evaluative designs.

Herewith the pressing problem in contemporary prevention and health promotion
is likely to remain: despite all research funds and efforts that are put into developing effective
prevention and health promotion interventions, the ‘return on investment’is likely to remain
small. And the dilemma will remain that complex interventions are developed, implemented
and evaluated that will not disperse into routine medical practice. This underscores the
need for more pragmatic forms of evaluation alternative to the pragmatic trial methodology
(cf. (Horstman and Houtepen 2005)). The question than is what pragmatic evaluation
should be and what role and value qualitative methods should have vis-a-vis quantitative
methods. Egginton and Sandbothe (2004), and also Bernstein (2010), have argued that the
development and evaluation of prevention and health promotion interventions should
follow what has been called a “pragmatic turn” (cf. (Egginton and Sandbothe 2004; Bernstein
2010)). Pragmatists believe whatever works is what can be empirically observed in practice,
which may differ among health care practices (cf. (James 2008)). In other words, pragmatists
believe that a focus on change and innovation may often lead to more fruitful results
than deductively creating theory on for example effective interventions and hypothesis
testing through predefined outcome measures (ibid. 2008). Following this pragmatic turn,
pragmatic evaluation should value local context and experiential knowledge as an integral
part of intervention development and implementation and should facilitate change and
innovation in medical practice locally (cf. (Timmermans and Berg 1997)), before striving for
standardisation and formalisation and establishing outcomes on effectiveness. Pragmatic
evaluation holds the premise of localisation and accepting that change and innovation in
different practices have different trajectories and pace, and that the strategies applied to
facilitate change and innovation may differ among different routine medical practices. The
question then is how to actually do pragmatic evaluation.

In order to formulate an answer, | will take up the definition of a pragmatic trial from
chapter 1, which states that pragmatic (in pragmatic trials respectively) means enabling the
uptake of interventions in daily care by tailoring them to clinical decision-making procedures
and incorporating the heterogeneity of patients and health care professionals, and
establishing the effectiveness of interventions using experimental designs or validated trial
methodologies. With this | am not claiming that establishing whether an interventions really
works or that establishing effectiveness is not relevant or not important, as this is crucial to
know whether changes in medical practice are also improvements and worthwhile investing
time and efforts in. | am arguing for establishing the effectiveness of interventions at another
moment in time.

Conventionally, interventions are developed outside of medical practice, based
upon compiled elements that are individually proven effective and evaluated for their
effectiveness, and that are considered ameliorative when combined. This ameliorativeness
of compiled interventions is suggested to exist based upon correlations between compiled
core elements, but often not on causality. Often it is concluded that complex interventions
are not effective, or do not lead to the wished uptake of evidence-based medicine (see
e.g. (Susser 1995; Nutbeam 1996; Macdonald 2000; Black 2001; Twinn 2001; Macdonald
2002; Glasgow, Lichtenstein et al. 2003; Hunter 2003; Blackwood 2006)). The process of
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intervention enactment and interventions forming a fit with local context is confounding the
establishment of the effectiveness. In other words, the ‘noise’ of change and innovation the
interventions bring in influences or ‘contaminates’ the effect of the interventions (cf. (Groot
and Dewez 2009; Straathof 2009; Oeij, Dorenbosch et al. 2010)). Thusfar, the evaluation of
complex interventions with the pragmatic trial methodology has not solved this dilemma
either. And the issue important to prevention and health promotion is how to embed effective
interventions in routine medical practice and maintaining them. With this in mind, it is my
contention that usually-used experimental designs are less appropriate for establishing the
effectiveness of complex interventions. In complex interventions, the different elements that
make up such interventions, have multiple influences on the organisational circumstances,
interprofessional relations, work processes and culture of medical practices (cf. (Hawe, Shiell
et al. 2004; Petticrew 2011)), which cannot be captured fully neither in the evaluations nor
in quantitative process evaluations. Therefore | argue for a different outlook on evaluating
complex interventions. Pragmatic evaluation should also be about establishing and assessing
the fit of these compiled interventions with medical practice. This has several implications.
The first and most important implication is that in the evaluation the perspective should
lie on embedding the results of interventions in medical practice and maintaining them
as part of daily care, even when the evaluation has stopped. And secondly, in relation to
this, the effectiveness of interventions should be broadened focussing not only on health
outcomes as primary outcomes but also on the process of intervention enactment. Thirdly,
effectiveness should not be established in pre-post intervention situations, but should be
assessed using at least a two-point measurement once the noise of change and innovation
has disappeared and the intervention has become stable. In other words, the moment of the
first measurement is to be moved further ahead in future than is conventionally the case. And
finally, this might also have implications for the duration of evaluation periods, which may
have to have a longer time span.

Pragmatic evaluation than is about establishing evidence on effectiveness that is
appropriate for either the goal this evidence is gathered for and appropriate for the medical
settings it is gathered in (cf. (RVZ 2007)). In concordance with the argument of the Health
Council of the Netherlands on ‘Appropriate Evidence’ (Passend Bewijs); scientifically ‘hard’
evidence is not the only way of proving the effectiveness of health care research. Scientifically
‘hard’ evidence, generated with experimental designs such as the RCT, should not discount
other forms of valuable care and/or medical practices, which cannot be perfectly fitted
with experimental and scientific evidence. Evidence on the effectiveness of interventions
“should be ‘hard’ and scientific where it can be, and ‘soft’ and practical where it should be”
(RVZ 2007). This underscores a valuable role and vital contribution of qualitative methods
within pragmatic evaluation. In order for an evaluation to be pragmatic, | believe its primary
focus should lie on facilitating change and innovation and should remain flexible as to the
establishment of effectiveness. With this, | mean that pragmatic evaluation should start with
the issues important to health care professionals and their patients, and how they could
be facilitated in addressing these issues, finding solutions to them and improving their
work processes and organisational circumstances. In other words, it should start with the
‘problem of performance’ routine medical practice feels itself confronted with. Although
not an easy job to do - as this thesis shows --, a qualitative researcher could offer these
insights. With his/her ability to provide insight and reflection on the micro politics of (non)
human interactions in routine medical practice as well as by being a scientist himself/
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herself understanding the realm of science, a qualitative researcher is able to bring in the
participatory perspective needed for the ‘pragmatic turn’ in pragmatic evaluation (cf.(Lloyd
2000; Reason and Bradbury 2001; Zuiderent 2002; Petticrew 2011)). (S)He is able to show
and to describe what changes and innovations have been achieved by means of what
strategies, to what extent these changes have been achieved and to what effect. A qualitative
researchers is able to indicate where possibilities arise for standardisation efforts and how
measurement devices could be designed to facilitate processes of change and innovation
to take place (as scientific instruments are performative, the performativity of measurement
devices can actually be used to help routine medical practices to change). In other words, a
qualitative research should be part of the development process of interventions. Moreover,
a qualitative researcher then should also be part of determining effectiveness. Qualitative
researchers provide practical, methodological as well as conceptual reflection. Through
acting as a mirror to routine medical practice as well as to the scientific realm, qualitative
researchers are able to provide insights on the difficulties that arise in evaluation, measuring
and consequences as adjustments to interventions are made. This means by being part of
determining ‘effectiveness’ the perspective of effectiveness is broadened incorporating the
influence of complexity, local context and the consequences hereof in evaluation (e.g. for
social relations between professionals and clients). As such qualitative methods are able to
contribute to debate and theory on how scientific knowledge and scientific instruments
contribute to change and innovation within routine medical practice and provide input for
setting future research agendas on the development of pragmatic forms of evaluation. In
pragmatic evaluation then, | argue, a qualitative researcher should be an integral part of
interventions, their development and their evaluation.

Reconceptualising the pragmatic trial methodology

The pragmatic trial methodology is a new mode for evaluating complex prevention and
health promotion interventions trying to bridge the science-practice gap. In this thesis I have
analysed how the pragmatic trial methodology works out in practice by giving a detailed
account of the Quattro Study. This thesis does not provide the panacea for the development,
implementation and evaluation of complex prevention and health promotion interventions,
nor does it provide a concrete plan of action how to actually perform pragmatic evaluations.
But it has provided insights on what the pragmatic trial methodology comprises and what
the limitations of this methodology are. It has shown the methodology’s inherent dilemma
between pragmatically developing and implementing complex interventions that fit the
local context of routine medical practice and scientifically evaluating the interventions’
effectiveness or success. Despite its intention of pragmatically developing and evaluating
prevention and health promotion interventions that fit the complexity and variability of
routine medical practice, the emphasis in the pragmatic trial methodology in the end is
on systematic evaluation through scientific research and on establishing effectiveness.
Moreover, the realms of science and practice seem not bridged but demarcated. However,
the conclusions drawn in this thesis underscore that the pragmatic trial methodology can be
reconceptualised.

As the pragmatic trial methodology and the instruments it uses formalise and
standardise routine medical practice, they are instruments for changing health care, towards
a health care system that provides care with standard indications, standard treatments
and disease programmes. But as health care become standardised and formalised, these
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instruments are also means to organise new manners of care provision and to make these
workable in routine medical practice. They induce change and discard existing work
processes, organisational structures and interprofessional relations and make new manners
of care provision part of routine medical practice. Therewith, the pragmatic trial methodology
and its instruments help to overcome the dichotomy between routine medical practice
and evaluation; they are the link between the realms of practice and science. Herewith the
pragmatic trial methodology can be seen as an infrastructure for the implementation as well
as the evaluation of complex interventions in routine medical practice and effectiveness.
Therefore, the findings of this thesis allow for a fundamental rethinking of the pragmatic
trial methodology not as a new mode of evaluating complex interventions in prevention
and health promotion, but as an infrastructure for pragmatically embedding innovation(s) in
primary health care. Building on the performativity of the infrastructure that is the pragmatic
trial, such embedding of innovations can be more fruitfully explored and tested. The problem
with the pragmatic trial methodology is not that it is pragmatic. The problem is that it is not
pragmatic enough.
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General introduction

This thesis is situated against the background of two dilemmas that exist within the field
of public health. The first dilemma is how to integrate prevention and health promotion
interventions within the organisation of routine primary health care practice as they are
becoming more and more complex. The second dilemma is how to evaluate the effectiveness
of such interventions in such a way it matches the criteria of evidence-based medicine, and
produces knowledge that can be more easily embedded in routine primary health care
practice for making it more evidence-based.

Over the years the field of prevention and health promotion has found itself
confronted with a growing complexity: prevention and health promotion interventions have
become focussed on improving the health of subpopulations in society, consisting of multiple
strategies. Moreover, the realisation grew that initiatives to improve population health could
only be achieved in combination with better health service delivery and organisational
restructuring of primary health care. This induced a growing complexity for the organisation
of primary health care; with prevention and health promotion introducing a wider provision
of services of care, cure added with educational activities and support and the introduction
of new health care professionals. The impact and effect of prevention and health promotion
programmes subsequently became more difficult to establish. In order to improve the quality
of public health, it was believed that not only should the organisation of primary health care
delivery be restructured, the scientific practice of public health would have to be restructured
as well. The evidence produced by means of the randomized controlled trial methodology
(RCT) did not translate and disseminate easily into routine medical practice. The quality of
the evidence needed to improve too. New medical interventions or treatments when applied
in routine medical practice did not achieve the same level of benefit, were not effective
at all and/or did not disseminate into other medical settings than the ones in which they
were tested. The use of evidence in routine medical practice proved to be a very complex
process that does not correspond with the evidence produced with the RCT methodology.
Therefore, as organisational restructuring of primary care is considered to foster the
improvement of population health, it is believed this can only be achieved with evidence
that is of more practical use in routine medical practice. In order to improve the translation
and dissemination of scientific research findings into routine medical practice, additional



modes of evaluating effectiveness have been developed for complex prevention and health
promotion interventions. Therefore, pragmatic modes of evaluation, like the pragmatic trial
methodology, came up as an alternative to the conventional RCT methodology.

As a derivate of the RCT methodology, the pragmatic trial methodology is in a sense
‘the best of both worlds': it provides the freedom to health care professionals to organise the
interventionformatandits core elementstofittheirlocal context, organisational circumstances
and work processes, and it corresponds to the societal emphasis on rationalisation to
establish the effectiveness according to the criteria of sound scientific evaluation and a
validated experimental methodology. Therewith the pragmatic trial methodology finds itself
at the crossroad of routine medical practice and evaluation through scientific research. The
pragmatic trial is an infrastructure for connecting the realms of science and routine medical
practice.

In order to understand the pragmatic trial methodology as a new infrastructure for
organisational change an ethnographic case study has been conducted of the Quattro Study,
a pragmatic trial for evaluating the effectiveness of multidisciplinary patient care teams for the
prevention of cardiovascular risk in primary health care practice in deprived neighbourhoods
in Rotterdam and The Hague, the Netherlands. The ethnographic case study design, using
a theoretical perspective stemming from science and technology studies, enabled to study
what the pragmatic trial methodology as a new mode of evaluation of complex prevention
and health promotion interventions comprised, and how the project’s researchers, primary
health care professionals, and participating patients mutually shaped the intervention and
influenced the intervention’s delivery and its outcomes.

Chapter 1 Coping with methodological dilemmas; about establishing
the effectiveness of interventions in routine medical practice

This chapter examines the way researchers actually deal with conducting pragmatic trials.
In this chapter it is shown how scientific researchers deal with methodological dilemmas
when balancing between systematic scientific evaluation and embedding evidence-based
intervention in routine medical practice in pragmatic trial research. The researchers of the
Quattro Study adopted - in order to increase the chance of implementation of the intervention
- a'tailor-made approach’ The GPs and the supportive staff were asked to develop their own
procedures for the program, albeit within preset conditions, as only they could develop
guidelines that would fit into their specific local situation. By means of ethnographic analysis,
this chapter showed that both the aspects of systematic scientific evaluation and pragmatism
in localisation of the Quattro intervention in the pragmatic trial methodology proved difficult
toretain. Instead, the researchers conducting the Quattro Study had to adjust the study design
to enable the intervention’s uptake in routine primary care. What could have been considered
aspects of systematic scientific evaluation, became more pragmatic. The researchers adapted
the inclusion procedure to overcome the homogeneous composition of, and a shortage in,
eligible patients. In addition they provided the health care professionals the name lists of
included patients in order to restrict the provision of care to research groups. This made it
possible for the primary health care professionals to organise the intervention —a new manner
of providing care and support — next to the existing daily routines. Moreover, the researchers
increased their interference in the pragmatic execution of the intervention to make the trial
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more systematic, and more uniform and in concordance with the original format. Thus what
could have been considered pragmatic, through the increased interference of the researchers
became more systematic. The researchers increased their interference in the organisation of
the intervention by having the multidisciplinary team meetings implemented stringently
and by having the data collected as systematically as possible. The emphasis on a more
systematic execution of the Quattro Study intervention enabled the researchers to evaluate
the effectiveness of the intervention more unambiguously but increasingly went against its
‘pragmatic’ character.

The chapter concludes with arguing that because of its inherent dynamics, a
continuous process of methodological and practical reflection within pragmatic trials is
imperative. Furthermore, it is argued that through using additional qualitative (ethnographic)
analyses to evaluate the continuous interference of research and care in pragmatic trials,
researchers are able to assess the validity and reliability of any effects of interventions.
Additional qualitative methods help pragmatic trial researchers in both finding and
accommodating diversions between the pragmatic and systematic aspects of pragmatic trial
research, as these aspects influence each other in opposite directions.

Chapter 2 Tailoring intervention procedures to routine primary health
care practice; an ethnographic process evaluation

Thischapterexamines how primary health care professionals deal with a‘tailor-made approach;
and how they actually tailored the Quattro Study intervention to their practice needs and
organisational circumstances. Since the limited effectiveness of complexinterventions is often
attributed to the failure to tailor the design of interventions to local care practices, it is argued
that the uptake of interventions is to be done by tailoring the intervention procedures to
routine clinical decision-making and incorporating the heterogeneity of patients and health
care professionals. In other words, as an intervention is tailored to the unique characteristics
of each practice, it may be more likely to become incorporated into the structure and function
of daily operations resulting in sustainable effects. The adoption of a‘ tailor-made approach’
in the Quattro Study - with the underlying intention to minimise intrusion into normal daily
care - was meant as an opportunity for the participating health care centres to frame their
preferred procedures for the intervention, instead of following external guidelines that might
not be perfectly applicable to the specific context of these centres and which were seen as
externally generated research interference.

The ethnographic findings showed that the practice nurses, which were the
coordinating axes of the Quattro Study intervention in the primary health care centres,
experienced difficulties when implementing the multidisciplinary patient care teams. With
the multidisciplinary meetings and the collection of data being crucial elements for the
evaluation of effectiveness of the Quattro Study, the researchers developed an additional
guideline to assist the practice nurses implementing the intervention as planned. The
guideline described the medical-technical activities to be performed, the elements of the
intervention that had to be organised and provided the instructions for organising the
multidisciplinary collaborations of primary health care professionals.

In this chapter it is argued that as tailor-made approaches are developed to enable
the uptake of interventions in routine practice, they are facilitated by the brokering of tools



such as guidelines. In fact, it is argued that guidelines facilitate organisational change and

enables the transformation of existing interprofessional relations. And thus a ‘tailor-made
approach’in pragmatic trial research should not rule out the use of guidelines or protocols,
as it makes tailoring possible. Standardisation and flexibility are not each others’ opposites.
Rather, they presuppose each other.

Chapter 3 The contribution of qualitative research to the development
of tailor-made community-based interventions in primary care; a review

With tailor-made approaches being used increasingly to tailor intervention to specific
health problems and/or communities, and with the pragmatic trial methodology being
used increasingly to establish the effectiveness of such community-based interventions,
qualitative research is used more frequently in conjunction with pragmatic trials for tailoring
purposes. In this chapter it is examined how qualitative research actually contributes to the
development of community-based interventions, as this remains largely unexplored. By
means of a literature review using a literature mapping process, 33 articles were included
and categorised according to the six sequential phases of the MRC Framework for the
development of complex interventions to improve health. All articles included in this review
were published between 2001 and 2007.

Qualitative research, the review showed, is mainly used to provide insight into the
contextual circumstances of the implementation, delivery and evaluation of interventions.
To a lesser extent, qualitative research findings are used for tailoring and improving the
design of the interventions to better fit daily primary care conditions and routines. When
qualitative findings are used for adjustments, though, they are mainly used to adjust or
intervene upon the interventions’ contextual circumstances such that the interventions are
performed as planned rather than adjusting the intervention or the trial design to practice.
In 26 articles, qualitative research was used in hindsight to evaluate the interventions via
process evaluations. Use of qualitative research for contributing to intervention selection and
modelling was discussed in only seven articles.

This chapter argues that the use of qualitative research in conjunction with the
pragmatic trial methodology currently has a minimal contribution. Whereas the use of
qualitative research for developing tailor-made interventions is considered to strengthen
and improve the impact, effectiveness, and sustainability of interventions, the surrounding
pragmatic trial methodology, in fact, prohibits the interventions from being tailored to
fit the dynamics and complexity of care practices. Pragmatic trials therefore seem to be
a contradiction in terms. The findings of this review suggest that the development of
interventions has become a goal in and of itself and is not seen as a means or infrastructure
for making primary care practice more evidence-based. This leads to the question of what
contribution qualitative research then might have. It is argue that the contribution of
qualitative research lies in providing ongoing evaluations of the methodological and practical
dilemmas that pragmatic trials face locally in order to accommodate solutions. Pragmatic trial
research, so it is argued, avails with local solutions to its local dilemmas. Only then can one
speak of true tailor-made interventions.
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Chapter 4 The role of screening methods and risk profile assessments in
prevention and health promotion programmes; an ethnographicanalysis

In prevention and health promotion interventions, screening methods and risk profile
assessments are often used as tools for establishing the interventions’ effectiveness, for the
selection and determination of the health status of participants. The role these instruments
fulfil in the creation of effectiveness — that is, the effects of the use of these instruments
themselves - have remain unexplored. In this chapter, the role screening methods and
risk profile assessments fulfil as part of prevention and health promotion programmes
in the selection, enrolment and participation of participants is explored by means of a
ethnographic analysis of the Quattro Study. The chapter shows that screening methods and
health risk assessments create effects as they objectify health risks and/or the health status
of individuals. They select the individuals ‘at risk’and indicate the lifestyle modifications these
people are required to make in order to improve their health. Yet, these instruments also
reduce the group of participants, thereby decreasing the possible effect of interventions, as
they provide the legitimisation for people to make choices to enrol or not and what lifestyle
changes they incorporate into their lives. In other words, the instruments create a space of
interaction, in which agency is distributed across the practice nurses, the participants and
the instruments. Decisions in the Quattro study were not just made upon the projection of
the outcomes of these instruments; decisions made by both the patients and practice nurses
were the resultant of their opinions on these outcomes that were formed in interaction with
the instruments.

In this chapter it is argued that via screening methods and risk profile assessments,
prevention and health promotion interventions exhort a selective group of their target
population to participate in interventions. They only include those people that identify
with the construction of patienthood these instruments make. Moreover, it is argued that
the effects such instruments generate in prevention and health promotion interventions
should be considered genuine effects of such interventions. Result of the narrow definition
of effectiveness that is used for evaluation purposes, is that the effects of screening methods
and risk profile assessments remain invisible and outside of the scope of evaluations. They
are thought to be neutral, which in practice however they are not. Therefore, it is argued
that there should be more attention and appreciation for the role screening methods and
risk profile assessments fulfil in generating health effects. In order to enable this, a broader
notion of effectiveness should be obtained in prevention and health promotion. Moreover,
screening methods and risk profile assessments fulfil an important role in the empowerment
of patients, as these instruments legitimise decisions on enrolment, participation and
behavioural change and facilitate them to make autonomous decisions about their care.



Chapter 5 The taming of chance and the actual practice of prevention;
rationalised prevention and ‘the Social’

The practice of prevention has increasingly become rationalised over the years. The notion
of health risk therein has been a central concept. Since a new manner of scientific reasoning
based upon statistics came into being in the nineteenth century, prevention and health
promotion programmes have become about the ‘taming of chance) a concept introduced
by the Canadian philosopher of science lan Hacking. Aided by statistics and the explanatory
power of statistical patterns, the idea grew that nature could be mastered and controlled
by science. With this shift in scientific reasoning, nature was no longer perceived to be
deterministic in character, but became perceived as predictable and controllable. In other
words, scientific and statistical information about diseases and conditions was - and still is -
perceived to generate the possibility to control diseases and even eradicate them. With the
best of intentions, a rationalistic approach holds a deterministic notion towards health. It
assumes that once the scientific and numerical information on health risks is known, diseases
can be intervened upon scientifically and restored by medicine.

Prevention and health promotion programmes reflect such a rationalistic and
deterministic approach to health. In fact, they are set up to stimulate people to make the
necessary lifestyle changes in their lives and to take responsibility and control over their own
condition and solve their health problems. The Dutch Quattro Study project is an example
of a prevention programme that employed a rationalistic approach to cardiovascular health.
However, the current state of affairs points to an interesting conflict that exists within
prevention and health promotion in general and in the prevention of cardiovascular diseases
in particular. Although prevention and health promotion programmes exhort individuals
to make the necessary lifestyle changes in their lives, they do not have that effect. When
performed in practice, prevention and health promotion programmes often work out
differently than expected. The “messiness” of daily practice is considered to cause these
programmes to fail; it is considered an epiphenomenon or confounder of such programmes.
This perspective portrays ideal types of prevention and does not do justice to the actual character
of prevention and health promotion practice. In order to try and understand what happens in
the practice of prevention and health promotion programmes, this chapter examines how the
Quattro Study programme was actively shaped in practice by the health care professionals
and participants.

In the Quattro Study project, a rationalistic prevention regime was set up, that
was built upon the attribution of cardiovascular risk to patients and instructed them how
to engage in reducing the risk for cardiovascular incidents (CVD) and the chance of having
CVD events in future. In common with other prevention programmes, the Quattro Study
encouraged patients to behave in a sensible and responsible way and to take appropriate
actions to protect their future health. However, health care professionals and patients
participated differently than the trial researchers expected. In fact, this chapter shows that
although a rationalistic prevention regime was set up, both health care professionals and
patients actively shaped the practice of prevention. The practice of the Quattro Study was
shaped by the way patients participated in the intervention and the way the health care
professionals related the prevention regime to them.

In the context of rationalised and enumerated prevention programmes in which risk
profile assessments are used to systematically and objectively monitor the health status of
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individuals, the ultimate aim is the mastery and control over the health of individuals. But with
the biological and physiological make up of individuals considered as non-modifiable risks to
cardiovascular health, lifestyles and health behaviours have become the target of medical
intervention and restoration in contemporary prevention and health promotion. However,
although they are the target in contemporary preventive interventions, the lives of patients
in their respective social contexts and their daily circumstances are not taken into account
when developing these programmes. And therefore, it is argued in this chapter, prevention
and health promotion programmes have a double obligation. On the one hand, prevention
programmes aim at the improvement of the health status of patients‘at risk;, and on the other
hand, in these programmes rationalistic prevention regimes have to be tailored, related and
translated to individual patients as their cooperation is needed. Taking this double obligation
into account prevention and health promotion is no longer solely about transferring the
responsibility for good health to patients, it is about accepting the ‘the social’ as an integral
part of prevention and health promotion practices.

General conclusion

This thesis evolved around the issue of how to evaluate the effectiveness of health promotion
and prevention such that it matches the criteria for sound scientific research and at the
same time produces knowledge that can more easily be embedded in routine medical
practice. That is, this thesis concerned the issue of how to bridge the science-practice gap in
complex public health settings. More specifically, it analysed one example of an evaluation
methodology that tried to accomplish this: the pragmatic trial methodology. In theory the
pragmatic trial methodology is ‘the best of both worlds. It provides health care practices
with the freedom to organise the intervention format and its core elements to fit local
contexts, organisational circumstances and work processes, and it corresponds to the societal
emphasis on rationalisation to establish effectiveness according to the criteria of sound
scientific evaluation and a validated experimental methodology. As such the pragmatic trial
methodology is suggested to produce evidence on effectiveness that embeds more easily in
routine medical practice, as the evidence it produces corresponds with and ‘fits’the dynamics
of that same practice. This places the pragmatic trial methodology at the crossroads of routine
medical practice and evaluation through scientific research.

This thesis shows how the pragmatic trial methodology works out in practice. An
ethnographic case study design enabled to study how the project’s researchers developed,
implemented and evaluated the intervention, how the intervention was enacted and
developed further in primary health care practices and how both primary health care
professionals and patients participated in the intervention. Pragmatic trails are particularly
difficult to perform. This thesis does not provide the panacea for the development,
implementation and evaluation of complex prevention and health promotion interventions,
nor does it provide a concrete plan of action how to actually perform pragmatic evaluations.
But it has provided insights on what the pragmatic trial methodology comprises and what
the limitations of this methodology are. It has shown the methodology’s inherent dilemma
between pragmatically developing and implementing complex interventions that fit the
local context of routine medical practice and scientifically evaluating the interventions’
effectiveness or success. Despite its intention of pragmatically developing and evaluating
prevention and health promotion interventions that fit the complexity and variability of



routine medical practice, the emphasis in the pragmatic trial methodology in the end is on
systematic evaluation through scientific research and on establishing effectiveness. Moreover,
the realms of science and practice seem not to be bridged but rather demarcated.

This being said, the conclusions drawn in this thesis underscore that the pragmatic
trial methodology can be reconceptualised. Depending upon the perspective researchers
adopt, either ‘simplicity’ or ‘complexity’is seen as the inherent characteristic of interventions,
one could be critical of the pragmatic trial methodology or not. From a‘simplicity’ perspective,
one could argue that the intervention was not developed correctly or the implementation of
the intervention in practices was not guided properly by the scientific researchers. From a
‘complexity’ perspective these ‘other’ effects would not remain unanticipated effects of the
intervention. Being critical of the pragmatic trial methodology, does injustice to it’s intention
of bridging the science-practice gap. Such critique would in fact underscore — instead of
overcome - the dichotomy between pragmatism and systematic evaluation and respectively
the dichotomy between routine medical practice and scientific research. In the concluding
chapter it is therefore argued that the pragmatic trial methodology not only is a new mode of
evaluation, but has to be considered as an infrastructure for bridging the science-practice gap
and for facilitating change and innovation to take place in routine medical practice. Moreover,
it is argue that in order for the pragmatic trial methodology to be really pragmatic, it needs
to employ a complexity perspective incorporating a broader perspective on effectiveness,
and needs to fully accept health care professionals, participants as well as instruments as
co-constructors and co-producers of interventions and their outcomes. The pragmatic trial
methodology should focus on the evaluation of complex interventions as they are shaped
and formed in routine medical practice, in order not to become an oxymoron.
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Dit proefschrift is ontstaan tegen de achtergrond van twee dilemma’s in het veld van de
publieke gezondheidszorg. Het eerste dilemma heeft betrekking op de vraag hoe preventie
en gezondheidsbevorderende interventies, die steeds complexer worden, te integreren en
in te bedden in de organisatie van reguliere eerstelijnszorgpraktijken. Het tweede dilemma
heeft betrekking op de vraag hoe de effectiviteit van dergelijke complexe interventies
zo te evalueren, dat ze tegemoet komen aan de criteria van Evidence-Based Medicine
en tegelijkertijd wetenschappelijke kennis produceren welke gemakkelijk in reguliere
eerstelijnszorgpraktijken ingebed kan worden.

In de loop van de tijd is het terrein van preventie en gezondheidsbevordering
complexer geworden: de focus van preventie en gezondheidsbevorderende interventies
is meer gericht op het verbeteren van de gezondheidssituatie van subpopulaties in de
Nederlandse samenleving en ze zijn daarbij komen te bestaan uit meerdere strategieén.
Binnen de publieke gezondheidszorg realiseerde men zich dat initiatieven ter verbetering
van de gezondheidssituatie van populaties, alleen kon worden bereikt in combinatie
met een betere kwaliteit van zorg verlenen en organisationele veranderingen van de
eerstelijnsgezondheidszorg. Dit maakte ook de eerstelijnsgezondheidszorg complexer;
met preventie en gezondheidsbevorderings-programma’s werden een breder palet
van zorgdiensten geintroduceerd, waarbij zorg en het genezen van aandoeningen
gecombineerd werden met preventie, gezondheidseducatie en ondersteuning
door nieuwe eerstelijnszorgprofessionals. De impact en het effect van preventie en
gezondheidsbevorderende interventies werd hierdoor moeilijk(er) vast te stellen. Om de
kwaliteit van de publieke gezondheidszorg te kunnen verbeteren, dienden niet alleen
organisationele veranderingen in de eerstelijnsgezondheidszorg plaats te vinden, maar
diende ook de wetenschappelijke praktijk verbonden aan de publieke gezondheidszorg
geherstructureerd te worden.

De translatie en disseminatie van wetenschappelijk bewijs verkregen door middel
van de methodologie van het gerandomiseerd experiment (RCT) in reguliere zorgpraktijken
blijft achter. De kwaliteit van de wetenschappelijke bewijslast diende eveneens te verbeteren.
Nieuwe medische interventies of behandelingen, wanneer zij uitgevoerd werden in reguliere
zorgpraktijken bleken niet dezelfde mate van effect op te leveren, waren niet effectief of
vonden geen toepassing in andere medische settings dan waar zij geévalueerd werden. De
toepassing van wetenschappelijk bewijs en kennis in reguliere zorgpraktijken is een complex
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proces, dat niet correspondeerde met de wetenschappelijke bewijslast verkregen met de RCT.
Dus om beter toegerust te zijn voor het verbeteren van de gezondheid van populaties, was
het niet alleen noodzakelijk organisationele veranderingen in de eerstelijnsgezondheidszorg
door te voeren maar ook wetenschappelijke bewijslast te verkrijgen die beter toepasbaar
is in reguliere zorgpraktijken. Om de translatie en disseminatie van wetenschappelijk
bewijs te bevorderen, kwamen alternatieve vormen voor het evalueren van effectiviteit
in zwang. De conventionele methodologie van het gerandomiseerd experiment (RCT)
wordt minder passend geacht voor het evalueren van de effectiviteit van complexe
preventie en gezondheidsbevorderende interventies. Pragmatische evaluatievormen,
zoals de pragmatische trial, deden hun intreden, als een alternatief voor de conventionele
methodologie van de RCT.

Als een afgeleide van de RCT, bevat de pragmatische trial methodologie het beste van
twee werelden: het geeft zorgprofessionals de vrijheid om interventies of de basiselementen
ervan zodanig te organiseren dat ze passend zijn aan de lokale context, organisationele
omstandigheden en werkprocessen, en het correspondeert met de maatschappelijke
nadruk op rationalisatie en het vaststellen van effectiviteit volgens wetenschappelijke
criteria en middels een gevalideerde trial methodologie. Daarmee bevindt de pragmatische
trial methodologie zich op het snijvlak van reguliere zorgpraktijken en evaluatie door
wetenschappelijkonderzoek.Hetkanbeschouwdwordenalseeninfrastructuurdiedewerelden
‘zorgpraktijk’ en ‘wetenschap’ met elkaar verbindt. Om inzicht te krijgen in de pragmatische
trial methodologie — een nieuwe evaluatievorm voor het vaststellen van effectiviteit -- als een
nieuwe infrastructuur voor organisatieverandering in de eerstelijnsgezondheidszorg, is een
etnografische case study uitgevoerd van de Quattro Study: een pragmatische trial opgezet
voor het bepalen van de effectiviteit van multidisciplinaire zorgteams voor de preventie van
hart- en vaatziekten in huisartsenpraktijken in achterstandswijken in Rotterdam en Den Haag.
Een etnografische case study, met een theoretisch perspectief uithet wetenschap-en techniek
onderzoek, maakte het mogelijk te bestuderen wat de pragmatische trial methodologie als
een nieuwe vorm voor het evalueren van dergelijke complexe interventies inhield, en hoe de
Quattro Study-onderzoekers, de eerstelijnszorgprofessionals en de deelnemende patiénten
gezamenlijk de interventie gevormd hebben en de uitvoering en de uitkomsten hebben
beinvloed.

Hoofdstuk één onderzoekt de manier waarop wetenschappelijke onderzoekers pragmatische
trialsuitvoeren.Indithoofdstukwordtzichtbaargemaakthoewetenschappelijke onderzoekers
omgaan met methodologische dilemma’s die verbonden zijn aan het balanceren tussen
systematische wetenschappelijke evaluatie en hetinbedden van evidence-based interventies
in pragmatische trial onderzoek. De Quattro Study-onderzoekers hanteerden — om de kans
op blijvende inbedding van de interventie te vergroten — een ‘tailor-made approach’ De
huisartsen en het ondersteunend personeel kregen hiermee de mogelijkheid om, binnen het
format van de interventie, het interventieprogramma op eigen wijze te organiseren en er
eigen procedures voor te ontwikkelen. Op deze manier waren zij in de gelegenheid om het
interventieprogrammain te bedden in en eigenrichtlijnen te ontwikkelen die passend zouden
zijn binnen de specifieke eigen gezondheidscentra. Door middel van etnografische analyse,
laat dit hoofdstuk zien hoe zowel systematische wetenschappelijke evaluatie als pragmatisme
in lokalisatie van de Quattro interventie zich tot elkaar verhielden. Dit hoofdstuk laat zien hoe
de Quattro Study-onderzoekers het design van het onderzoek aanpasten om de interventie
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onderdeel te laten worden van de dagelijkse eerstelijnszorgpraktijk. Wat men zou verwachten
als aspecten relevant voor het systematisch kunnen evalueren van de interventie, werden
deze aspecten meer pragmatisch. De onderzoekers pasten de inclusie procedure aan om een
homogene compositie en een tekort aan geschikte patiénten te voorkomen en voorzagen
de eerstelijnszorgprofessionals met de overzichtslijsten van in de studie geincludeerde
patiénten. Deze aanpassingen in het study design maakten het voor zorgprofessionals
mogelijk om de interventie — een nieuwe manier voor het verlenen van zorg en ondersteuning
- te organiseren in bestaande dagelijkse zorgpraktijken. Tevens interfereerden de Quattro
Study-onderzoekers in de pragmatische uitvoering van de interventie in de deelnemende
centra om de evaluatie systematischer, meer uniform en meer volgens het orginele format, te
kunnen uitvoeren. Met andere woorden, wat men zou verwachten als pragmatische aspecten
van de pragmatische trial, de uitvoering van de interventie, werd hierdoor systematischer.
De onderzoekers verhoogden de bemoeienissen in de pragmatische uitvoering van de
interventie door het organiseren van intervisiebijeenkomsten voor praktijkondersteuners
om de multidisciplinaire zorgteams op een meer gestandaardiseerde wijze onderdeel te
laten worden van de bestaande zorgpraktijken en zij ontwikkelden aanvullende procedures
om de benodigde data voor de evaluatie op een zo systematische manier te verzamelen. De
nadruk op een systematischere uitvoering van de Quattro Study-interventie maakte het de
onderzoekers mogelijk de effectiviteit van de interventie eenduidiger vast te stellen, maar
tegelijkertijd ging dit in tegen het pragmatische karakter van de interventie.

De pragmatische trial voorzag de Quattro-onderzoekers van diverse substantiéle
uitdagingen, waarbij zij voortdurend dienden te balanceren tussen systematische
wetenschappelijke evaluatie en pragmatische lokalisering. In dit hoofdstuk wordt betoogd
dat vanwege deze inherente dynamiek van de pragmatische trial en continue proces
van methodologische en praktische reflectie noodzakelijk is. Tevens wordt betoogd
dat wetenschappelijke onderzoekers, door het additioneel gebruik van kwalitatieve
(etnografische) onderzoeksmethoden voor de evaluatie van de continue interferentie van
wetenschap en reguliere zorgpraktijk in pragmatische trials, de mogelijkheid hebben om
de validiteit en betrouwbaarheid van de effecten van complexe interventies vast te stellen.
Het additioneel gebruik van kwalitatieve onderzoeksmethoden stelt pragmatische trial
onderzoekers in staat oplossingen en aanpassingsmogelijkheden te vinden in zowel de
pragmatische als de systematische aspecten van pragmatische trial onderzoek, omdat deze
aspecten elkaar in tegengestelde richting beinvloeden.

Hoofdstuk twee bestudeert hoe eerstelijnszorgprofessionals omgaan met een ‘tailor-
made approach; en hoe zij de Quattro Study-interventie aanpasten aan de behoeften
en organisationele omstandigheden van de eigen gezondheidscentra. De beperkte
effectiviteit van complexe preventie en gezondheidsbevorderende interventies wordt vaak
toegeschreven aan het feit dat bij de ontwikkeling, interventies onvoldoende toegespitst
worden op lokale zorgpraktijken. Om interventies in reguliere zorgpraktijken ingebed te
krijgen, dienen interventie procedures aangepast te worden aan de in de zorgpraktijken
bestaande klinische besluitvormingsprocessen en dient de heterogeniteit van patiénten
en zorgprofessionals weerspiegeld te worden in de interventies. Met andere woorden, als
interventies worden toegespitst op de unieke karakteristieken van individuele zorgpraktijken,
dan is de kans groot dat interventies blijvend ingebed raken in de dagelijkse routines en
werkprocessen waardoor er sprake is van duurzame effecten. Met het toepassen van een
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‘tailor-made approach’in de Quattro Study - met de onderliggende intentie zo min mogelijk
teinterfereren in dagelijkse eerstelijnszorg — kregen de participerende gezondheidscentra de
mogelijkheid om voor de interventie eigen procedures te ontwikkelen, passend in de eigen
lokale context. Het gebruik van extern ontwikkelde richtlijnen, welke mogelijk niet geheel
pasten in de specifieke, lokale context van de gezondheidscentra, werd gezien als invloed van
onderzoek dat buiten de zorgpraktijken stond. De etnografische onderzoeksgegevens laten
zien dat de praktijkondersteuners, die de centrale spil vormden van de Quattro interventie
in de deelnemende gezondheidscentra, moeilijkheden ondervonden bij het implementeren
van multidisciplinaire zorgteams. Met de multidisciplinaire zorgteams, de multidisciplinaire
overleggen, en de dataverzameling als cruciale onderdelen voor het evalueren van de
effectiviteit van de Quattro Study, ontwikkelden de onderzoekers een additionele richtlijn
voor de praktijkondersteuners voor de implementatie van de interventie zoals bedacht.
De richtlijn beschreef de uit te voeren medisch-technische handelingen, de te organiseren
onderdelen van de interventie, en instructies voor het organiseren van multidisciplinaire
samenwerking tussen eerstelijnszorgprofessionals.

In dit hoofdstuk wordt betoogd dat ‘tailor-made approaches’ van nut zijn voor
het inbedden van interventies in dagelijkse zorgpraktijken, omdat instrumenten - zoals
richtlijnen - dit faciliteren. Betoogd wordt dat organisatieverandering en de transformatie van
bestaande interprofessionele relaties gefaciliteerd worden door het gebruik van richtlijnen.
Om deze reden kan een ‘tailor-made approach’ in pragmatische trial onderzoek niet zonder
de toepassing van richtlijnen en protocollen, omdat deze juist aanpassing (‘tailoring’) van
interventies aan dagelijkse zorgpraktijken mogelijk maken.

In hoofdstuk drie wordt ingegaan op de bijdrage van kwalitatieve onderzoeksmethoden
aan de ontwikkeling van complexe preventie en gezondheidsbevorderende interventies
gericht op populaties in de samenleving (‘community-based interventies’). ‘Tailor-made
approaches’ worden steeds vaker toegepast om interventies aan te passen aan specifieke
gezondheidsproblemen en/of populaties in de samenleving. De pragmatische trial
methodologie wordt steeds vaker gebruikt om de effectiviteit van dergelijke ‘tailor-made,
populatiegerichteinterventies vast te stellen.Vaak worden kwalitatieve onderzoeksmethoden
- als onderdeel van de pragmatische trial — toegepast voor het aanpassen van interventies.
In dit hoofdstuk wordt onderzocht hoe kwalitatieve onderzoeksmethoden daadwerkelijk
bijdragen aan de ontwikkeling van populatiegerichte interventies, omdat dit nog
onvoldoende bekend is. Door middel van een literatuurreview, waarbij gebruikt is gemaakt
van ‘literature mapping, werden 33 artikelen geincludeerd en gecategoriseerd volgens
de zes fases van het MRC Framework voor de ontwikkeling van complexe interventies ter
bevordering van gezondheid. Alle geincludeerde artikelen werden gepubliceerd tussen 2001
en 2007. Kwalitatieve onderzoeksmethoden, zoals deze literatuurreview laat zien, werden
voornamelijk gebruikt voor het verkrijgen van inzicht in de contextuele omstandigheden
van de implementatie, uitvoering en evaluatie van de interventies. In mindere mate werden
kwalitatieve onderzoeksgegevens gebruikt voor het beter later aansluiten van interventies
bij dagelijkse zorgpraktijken door het aanpassen en verbeteren van de interventies. In
geval kwalitatieve onderzoeksgegevens wel werden gebruikt, werden deze hoofdzakelijk
ingezet voor het aanpassen van of interveniéren op de contextuele omstandigheden van
de interventies, zodat de interventies uitgevoerd werden zoals bedacht. De kwalitatieve
onderzoeksgegevens werden niet gebruikt voor het verbeteren van het evaluatiedesign
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van de interventies. In 26 artikelen, werden kwalitatieve onderzoeksmethoden na afloop
van de testperiode gebruikt om de interventies middels procesevaluaties te evalueren. In
slechts zeven artikelen werd gemeld dat voor de selectie en ontwikkeling van interventies
kwalitatieve onderzoeksgegevens waren gebruikt.

Indithoofdstukwordtbetoogddathetgebruikvankwalitatieve onderzoeksmethoden
als onderdeel van pragmatische trials een minimale bijdrage heeft. Ondanks dat het
gebruik van kwalitatieve onderzoeksmethoden voor de ontwikkeling van ‘tailor-made;
populatiegerichte interventies geacht wordt de impact, effectiviteit en duurzaamheid van
interventies te versterken en te verbeteren, voorkomt de pragmatische trial methodologie
juist dat interventies worden aangepast aan de dynamiek en complexiteit van zorgpraktijken.
Pragmatische trials lijken hierdoor een tegenstrijdigheid te bevatten; een contradictio
in terminis. De resultaten van deze literatuurreview suggereren dat het ontwikkelen van
interventies een doel op zich zelf geworden is, in plaats van een middel of een infrastructuur
om dagelijkse zorgpraktijken meer evidence-based te maken. Dit leidt tot de vraag welke
bijdrage kwalitatieve onderzoeksmethoden dan zou kunnen hebben. In dit hoofdstuk wordt
betoogd, dat de bijdrage van kwalitatieve onderzoekmethoden juist gelegen is in het feit
dat het pragmatische trials voorziet van voortdurende evaluatie van de methodologische
en praktische dilemma’s zowel in wetenschap als in lokale zorgpraktijken voor het vinden
van lokale oplossingen. Pragmatische trial onderzoek, zo wordt betoogd, heeft juist baat bij
lokale oplossingen voor lokale dilemma’s. Alleen dan kan gesproken worden van échte‘tailor-
made’interventies.

In preventie en gezondheidsbevorderende interventies, worden screeningsmethoden en
risicoprofiel analyses gebruikt - instrumenten voor het vaststellen van de effectiviteit van
dergelijke interventies - voor de selectie en het bepalen van de gezondheidsstatus van
deelnemers. De rol van dergelijke instrumenten in het vaststellen van effectiviteit, dan wel
het effect dat deze instrumenten zelf hebben is niet eerder onderzocht. In hoofdstuk vier,
wordt onderzocht welke rol screeningsmethoden en risicoprofiel analyses - als onderdeel
van preventie en gezondheidsbevorderende interventies - hebben in de selectie, deelname
en participatie van deelnemers, middels etnografische onderzoeksgegevens van de Quattro
Study. Dit hoofdstuk laat zien, dat screeningsmethoden en risicoprofielanalyses zelf ook
effect sorteren, omdat deze instrumenten gezondheidsrisico’s en/of de gezondheidsstatus
van individuen objectiveren. Met andere woorden, deze instrumenten selecteren individuen
met ‘risico’ en identificeren welke leefstijl aanpassingen deze individuen dienen te maken om
hun gezondheidssituatie te verbeteren. Echter tegelijkertijd reduceren deze instrumenten
ook het aantal deelnemers en het uiteindelijke effect van de interventie, omdat zij individuen
voorzien van legitimering van hun keuze wel of niet deel te nemen aan de interventies en
welke leefstijl aanpassingen al dan niet te doen. Anders gezegd, geven deze instrumenten
individuen handelingsruimte, waarbinnen handelingsmogelijkheden (agency) worden
gedistribueerd tussen de praktijkondersteuners, de deelnemers en de instrumenten.
Beslissingen worden niet alleen genomen op basis van de uitkomsten van de metingen
die deze instrumenten projecteren; beslissingen worden genomen door patiénten en
praktijkondersteuners op basis van hun meningen over de uitkomsten, welke in interactie
met de instrumenten worden gevormd.

In dit hoofdstuk wordt betoogd dat door het gebruik van screeningsmethoden en
risicoprofiel analyses in preventie en gezondheidsbevorderende interventies, een selectieve
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groep van de doelpopulatie wordt overgehaald om in de interventies deel te nemen. Deze
instrumenten includeren alleen die individuen, die zich identificeren met het feit dat zij
door deze instrumenten worden geconstrueerd als patiénten. Tevens wordt betoogd dat
de effecten die deze instrumenten zelf sorteren in preventie en gezondheidsbevorderende
interventies gezien moeten worden als daadwerkelijke effecten van dergelijke interventies.
Hetresultaat van een nauwe definitie van effectiviteit dat voor evaluatiedoeleinden normaliter
wordt gebruikt, is dat effecten van screeningsmethoden en risicoprofiel analyses onzichtbaar
blijven en buiten het zicht van evaluaties vallen. Daarom wordt geargumenteerd dat meer
pragmatische evaluatievormen noodzakelijk zijn, omdat pragmatische evaluatievormen de
mogelijkheid bieden het zichtveld van evaluaties en de definitie van effectiviteit te verbreden.
Tevens dient meer aandacht en waardering te komen voor de rol die screeningsmethoden
en risicoprofiel analyses vervullen in het realiseren van gezondheidseffecten. Preventie en
gezondheidsbevordering dient een bredere definitie van effectiviteit te hanteren, om deze
effectenzichtbaarte maken.Endaarbijvervullen screeningsmethoden enrisicoprofiel analyses
een belangrijke rol in de ‘'empowerment’ van patiénten, omdat juist deze instrumenten
beslissingen omtrent deelname, participatie en gedragsverandering legitimeren en hen
faciliteren in het nemen van autonome beslissingen met betrekking tot zorg.

De praktijk van preventie en gezondheidsbevordering is door de jaren heen gerationaliseerd.
Het begrip ‘gezondheidsrisico’ vormt hierin een centraal concept. Sinds een nieuwe
manier van wetenschappelijke redeneren, gebaseerd op statistiek, zijn intrede deed in de
negentiende eeuw, draait het in preventie en gezondheidsbevorderende programma’s
om het controleren van risico’s (‘taming of chance’). Met behulp van statistiek(en) en de
verklarende kracht van statistische patronen, groeide de notie dat de natuurlijke omgeving
kon worden gedomineerd en gecontroleerd door de wetenschap. Met deze verschuiving
in wetenschappelijke denken, werd de natuurlijke omgeving niet meer beschouwd als
deterministisch, maar bezien als voorspelbaar en beheersbaar. Met andere woorden, door
wetenschappelijke en statistische informatie werden - en worden nog immer - ziekten en
aandoeningen beschouwd als controleerbaar en elimineerbaar. Met de beste bedoelingen,
een dergelijke rationalistische denkwijze heeft een deterministische opvatting met
betrekking tot gezondheid in zich. Het gaat er van uit dat wanneer er wetenschappelijke
en cijffermatige informatie over gezondheidsrisico’s bekend is, ziekten en aandoeningen
wetenschappelijk kunnen worden benaderd en door de geneeskunde kunnen worden
verholpen. Preventie en gezondheidsbevorderende programma’s reflecteren eveneens een
dergelijke rationalistische en deterministische opvatting met betrekking tot gezondheid.
Zij worden op een dusdanige manier opgezet dat zij individuen overhalen noodzakelijke
leefstijlaanpassingen te maken en de verantwoordelijkheid en controle te nemen over hun
gezondheid en gezondheidsproblemen op te lossen. De Quattro Study is een voorbeeld
van een preventieprogramma met een rationalistische denkwijze met betrekking tot
cardiovasculaire gezondheid. Echter de huidige stand van zaken maakt in het veld van de
publieke gezondheidszorg een interessant conflict zichtbaar. Ondanks dat preventie en
gezondheidsbevorderende interventies opgezet zijn individuen over te halen te zorgen voor
hun gezondheid, hebben ze niet dit effect. Uitgevoerd in dagelijkse zorgpraktijken worden
dergelijke interventies anders uitgevoerd dan bedacht. De weerbarstigheid van reguliere
zorgpraktijken wordt gezien als de oorzaak van het falen van dergelijke programma’s. Een
rationalistische denkwijze met betrekking tot gezondheid geeft eenideaal beeld van preventie
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weer en doet onvoldoende recht aan de praktijk van preventie en gezondheidsbevordering.
Ominzicht te krijgen in de daadwerkelijke praktijk van preventie en gezondheidsbevordering,
wordt in dit hoofdstuk onderzocht hoe de Quattro Study door de eerstelijnszorgprofessionals
en de deelnemers is gevormd.

In de Quattro Study, een rationalistisch preventie regime was opgezet, gebaseerd
op het toekennen van cardiovasculair risico aan patiénten en instructie hoe cardiovasculaire
risico’s te verlagen en cardiovasculaire events in de toekomst te voorkomen. Zoals ook in
andere preventie programma’s, stimuleerde de Quattro Study patiénten zich bewust en
verantwoordelijk te gedragen en afdoende acties te ondernemen ter bescherming van
hun gezondheid. Echter, de zorgprofessionals en deelnemende patiénten participeerden
anders dan verwacht. Dit hoofdstuk laat zien dat, ondanks dat een rationalistisch preventie
regime was opgezet, de zorgprofessionals en patiénten actief de preventiepraktijk hebben
gevormd. In dit hoofdstuk wordt betoogd dat in het kader van gerationaliseerde en
cijffermatige preventie programma’s, waarin risicoprofiel analyses worden ingezet om de
gezondheidsstatus van individuen systematisch en objectief te monitoren, het ultieme
doel is het beheersen en controleren van de gezondheid van individuen. Echter doordat
de biologische en fysieke factoren van individuen worden gezien als niet-veranderbare
risicofactoren voor cardiovasculaire gezondheid, zijn leefstijl, gezond gedrag - of beter ‘de
sociale omstandigheden’- de focus geworden van medische interventie en de hedendaagse
publieke gezondheidszorg. De levens van patiénten in hun sociale context en hun dagelijkse
omstandigheden worden onvoldoende meegenomen bij de ontwikkeling van dergelijke
preventie programma’s. Er wordt in dit hoofdstuk dan ook betoogd, dat preventie en
gezondheidsbevorderende programma’s een dubbele verantwoordelijkheid hebben. Aan de
ene kant, richten dergelijke programma’s zich op de verbetering van de gezondheidssituatie
van ‘risico patiénten; en aan de andere kant moeten dergelijke programma’s aangepast en
vertaaldwordennaarindividuele patiéntenomwille van hun medewerking.Rekeninghoudend
met deze dubbele verantwoordelijkheid, dan dienen preventie en gezondheidsbevordering
zich niet alleen te richten op het overdragen van verantwoordelijk voor gezondheid naar
individuele burgers, maar dienen ze daarbij ook te accepteren dat de sociale en persoonlijke
omstandigheden van burgers een integraal onderdeel zijn van preventiepraktijken.

Dit proefschrift is ontstaan tegen de achtergrond van het dilemma hoe de effectiviteit van
preventie en gezondheidsbevordering vast te stellen, opdat het tegemoet komt aan de
criteria van wetenschappelijk onderzoek en tegelijkertijd kennis produceert dat makkelijker
inbedding vindt in reguliere zorgpraktijken. Met andere woorden, dit proefschrift richt zich
op hoe in het complexe veld van de publieke gezondheid de kloof tussen wetenschap en
praktijk te overbruggen. In dit proefschrift is een voorbeeld van een dergelijke methodologie
bestudeerd; de pragmatische trial methodologie. In theorie omvat de pragmatische trial
methodologie het beste uit beide werelden. Het geeft zorgpraktijken de mogelijkheden
om interventies en de essentiéle onderdelen ervan zodanig te organiseren dat ze ingebed
kunnen worden in de lokale contexten, organisationele omstandigheden en bestaande
werkprocessen. Tevens komt het tegemoet aan de maatschappelijke nadruk op rationalisatie
en het vaststellen van effectiviteit volgens wetenschappelijke criteria en een gevalideerde
trial methodologie. Op deze wijze wordt de pragmatische trial methodologie geacht bewijs
van effectiviteit te produceren, welke makkelijker inbedding vindt in reguliere zorgpraktijken
omdat het bewijs dat geproduceerd wordt past bij de dynamiek in deze zorgpraktijken. Dit
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plaatst de pragmatische trial methodologie op het kruispunt van dagelijkse zorgpraktijken
en wetenschappelijke evaluatie. Dit proefschrift laat zien hoe deze methodologie werkt.
Een etnografische case study maakte het mogelijk te onderzoeken hoe de interventie werd
ontwikkeld, geimplementeerd en geévalueerd door de wetenschappelijke onderzoekers, hoe
de interventie werd uitgevoerd een verder gevormd in de deelnemende gezondheidscentra
en hoe zowel eerstelijnszorgprofessionals als patiénten participeerden in de interventie.
Pragmatische trials zijn moeilijk uit te voeren. Dit proefschrift laat zien hoe de
pragmatische trial methodologie werkt middels gedetailleerde beschrijvingen van de Quattro
Study. Dit proefschrift geeft noch een panacee voor de ontwikkeling, implementatie en
evaluatie van complexe preventie en gezondheidsbevorderende interventies, noch geeft het
een concreet planvan aanpak voor de daadwerkelijke uitvoering van pragmatische evaluaties.
Het heeft inzicht gegeven in wat de pragmatische trial methodologie inhoudt en wat de
beperkingen ervan zijn. Dit proefschrift heeft de inherente spanning tussen het pragmatisch
ontwikkelen en implementeren van complexe interventies die passen zijn in lokale contexten
en het wetenschappelijk evalueren van de effectiviteit of succes van dergelijke interventies.
Ondanks de intentie preventie en gezondheidsbevorderende interventies passend in de
complexiteit en variabiliteit van dagelijkse zorgpraktijken pragmatisch te ontwikkelen en te
evalueren, ligt de nadruk in de pragmatische trial methodologie op systematische evaluatie
door wetenschappelijk onderzoek en op het vaststellen van effectiviteit. De werelden
‘wetenschap’ en ‘zorgpraktijk’ lijken niet overbrugd, maar juist gedemarqueerd te worden.
Echter de conclusies van dit proefschrift benadrukken dat de pragmatische trial
methodologie herdefinieerd dient te worden. Betoogd wordt dat afhankelijk van het
perspectief onderzoekers hanteren, ‘simpliciteit’ of ‘complexiteit, interventies op dergelijke
wijze worden gekarakteriseerd en men kritisch is op de pragmatische trial methodologie.
Vanuit het perspectief van ‘simpliciteit; kan men betogen dat de interventies niet juist waren
ontwikkeld of de implementatie niet afdoende door de onderzoekers waren begeleid. Vanuit
een‘complexiteit’ perspectief, worden ‘andere’ effecten niet gezien als onverwachte effecten.
Echter door kritisch te zijn op de pragmatische trial methodologie, wordt de intentie van
het overbruggen van de kloof tussen wetenschap en zorgpraktijken niet serieus genomen.
Het benadrukt, in plaats van overwint, de dichotomie tussen pragmatisme en systematische
evaluatie en de dichotomie tussen dagelijkse zorgpraktijken en wetenschappelijk onderzoek.
In het concluderende hoofdstuk wordt juist betoogd dat de pragmatische trial methodologie
niet alleen een nieuwe evaluatievorm is, maar een infrastructuur voor het overbruggen van
de kloof tussen wetenschap en zorgpraktijk omdat het verandering en innovatie in dagelijkse
zorgpraktijken faciliteert. Tevens wordt betoogd dat om de pragmatische trial methodologie
daadwerkelijk pragmatisch te maken, een ‘complexiteit’ perspectief gehanteerd dient
te worden omwille van een bredere definitie van effectiviteit. Daarnaast dient het zowel
zorgprofessionals, deelnemers als instrumenten te accepteren en incorporeren als co-
constructeurs en co-producenten van interventies en uitkomsten. Om geen contraditio in
terminis te worden, dient de focus van de pragmatische trial methodologie te liggen op de
evaluatie van interventies zoals deze door dagelijkse zorgpraktijken worden gevormd.

126



Dankwoord

De laatste woorden van dit proefschrift. Maar zeker niet het minst belangrijke onderdeel; het
bedanken van alle mensen die bijgedragen hebben tot het afronden van dit proefschrift.
Over de jaren heen zijn dat toch een hoop mensen...

Marc Bruijnzeels, ik wil je graag bedanken voor de potentie die jij zag in het summiere, nog
ondoordachte voorstel dat ik voor mijn sollicitatiegesprek had voorbereid en de mogelijkheid
die je bood om als AIO bij het iBMG te beginnen. Roland Bal, jouw rol veranderde in al die
jaren van mijn dagelijks begeleider naar die van promotor. Hoewel je het nooit ronduit hebt
uitgesproken, heb je ongetwijfeld vaak je twijfels gehad of dit promotieonderzoek ooit zou
worden afgerond. Ik wil je graag bedanken voor het gestelde vertrouwen in een goede
afloop. Ook Marleen Foets ben ik veel dank verschuldigd. Marleen, jij nam de begeleidingsrol
van Marc over na diens vertrek bij het iBMG. Dank voor al je steun.

Zeer grote dank gaat uit naar Antoinette de Bont. Zonder haar had ik dit proefschrift
nooit afgerond! Antoinette, je hebt veel met me te stellen gehad in de afgelopen jaren. Je
werd mijn dagelijks begeleider in een periode van hoge pieken en diepe dalen, waarin ik
meer dan eens twijfelde aan mijn eigen kunnen en meer dan eens mijn proefschrift figuurlijk
aan de wilgen wilde hangen. Je hebt altijd gezegd:‘doorgaan duurt net zo lang als stoppen.
Ik moet je bekennen dat ik die zin de laatste jaren vaak als mantra heb gebruikt. Echt mijn
promotie aan de wilgen hangen, dat kon ik niet. Ik was te koppig en te vastberaden om
me aan mezelf te bewijzen en van tijd tot tijd ook veel te perfectionistisch, wat een snelle
afronding in de weg stond. Altijd was jij daar met praktische adviezen, omgegooide stukken
tekst en bemoedigende woorden als ik lang niets van me had laten horen. Vaak maande je
me om door te zetten, ik was tenslotte toch bijna klaar; een kwestie van afmaken. Antoinette,
dit proefschrift is hierbij ook een beetje van jou. Dank je wel!

Ook wil ik graag alle andere leden van de commissie bedanken voor de beoordeling
van mijn manuscript en de discussie bij de verdediging ervan. Marise Schot wil ik graag
bedanken voor het ontwerp van dit boek: omdat je uit veel tekst iets moois hebt gemaakt.

Het object van dit promotieonderzoek was het Quattro-project. Fatima en Paul,
Quattro hoort bij jullie. Ik wil jullie beide hartelijk danken voor het feit dat jullie mij als
antropoloog in jullie project toelieten. Ik wil jullie ook gelijk mijn verontschuldigingen
aanbieden: ik heb me tijdens de onderzoeksfase van mijn promotietraject onvoldoende
gerealiseerd wat mijn bevindingen voor jullie zouden kunnen betekenen of wat het met jullie
deed dat er een onderzoeker over jullie schouders meekeek en zo nu en dan kritische vragen
stelde. Ik heb nooit de intentie gehad om Quattro of jullie onderzoekswaardigheid in een
verkeerd daglicht te plaatsen.lkhoop dat mijn proefschrift en haar conclusie dat ook laten zien:
Quattro was een onderzoeksproject, maar zeker ook een infrastructuur voor veranderingen
in huisartsenzorg, door jullie mogelijk gemaakt. Het Quattro-project kon ook niet bestaan
zonder deelnemende huisartsenpraktijken. Ik wil in het bijzonder de praktijkondersteuners -
Yvonne Kramer (GZC Randweg), Amrita Sardjoe (GZC Zorg-op-Zuid Afrikaanderwijk), Yvonne
Lodder (GZC Zorg-op-Zuid Lange Hille), Ans van Kekum (GZC Zorg-op-Zuid Katendrecht) en
Anne Mieke Wierda (GZC De Rubenshoek) hartelijk danken voor de mogelijkheid die ze me
boden om hen in hun dagelijks werk te mogen volgen.

Met een promotieonderzoek op het snijvlak van epidemiologie/
gezondheidswetenschappen en wetenschap- en techniek onderzoek, participeerde ik



in zowel de onderzoeksgroep Reach als de sectie Healthcare Governance. Ik wil dan ook
graag de collega’s van het iBMG, waar ik in al die jaren mee heb samengewerkt, hartelijk
danken voor de interessante discussies, de leuke lunch- en koffie uurtjes en memorabele
congresbezoeken: Rianne Frenken, Hans Harmsen, Liselotte Visser, Radjesh Manna, Semiha
Denktas, Lilian Hoonhout, Charles Agyemang. Jos Aarts, Teun Zuiderent-Jerak, Sonja Jerak-
Zuiderent, Maartje Niezen-van der Zwet, Hester van de Bovenkamp, Jolanda Dwarswaard,
Habib Pirnhadad, Zhara Niazkhani, Wilma van der Scheer, Sarah-Sue Slaghuis, Rik Wehrens,
Anneloes van Staa, Iris Wallenbrug, Marleen Bekker, Kim Putters, Pauline Meurs, Femke
Mastboom, Kor Grit, Annemiek Stoopendaal, Bert Huisman, Stef Groenewoud, en Lieke
Boonen.

Een paar van mijn collega’s bij het iBMG wil ik in het bijzonder bedanken. Samantha
Adams, omdat spuien en afreageren tijdens een kopje koffie soms ook goed is. Dank voor
je nuchterheid, relativeringsvermogen en je humor! Mijn oud-kamergenootjes Marleen de
Mul, Stans van Egmond en Dung Ngo, dank voor alle emotionele steun! En ja, doorzetten is
belangrijk. Wim Labree, Anushka Choté, Birgitha van der Meij en Anita Donkers, dank voor de
gezellige afleiding, de etentjes geweest en in de toekomst.

Een promotietraject volgen betekent ook deel uitmaken van een AlO-gemeenschap.
Ik wil graag de codrdinatoren van WTMC bedanken voor de leuke en inspirerende
bijeenkomsten. En natuurlijk iedereen die daar als AIO aanwezig was voor de leuke discussies
over STS en andere zaken tijdens de winter- en summerschools.

Een nieuwe werkomgeving geeft nieuwe impulsen en inspiratie. Na mijn vertrek bij
het iBMG vond ik bij TNO - eerst bij de afdeling Zorglnnovatie en later bij de expertisegroep
Duurzame Arbeidsproductiviteit -- een werkomgeving, waar ik de gelegenheid kreeg om
mijn kennis om te zetten in praktijk. Hiervoor wil ik graag al mijn directe (oud-)collega’s bij
TNO bedanken. In het bijzonder Ronald Mooij, Marian Schoone, Hanneke Molema, Meike
Smit, Annelies Broerse, Titia Bouten, Joyce Aerts, Wilma Otten, Olivier Blanson Henkemans,
Laurence Alpay, Roel Barelds, Yvonne Pijnacker-Hordijk, Rom Perenboom, Carool Teirlink,
Robert Bezemer, Eric Franck, Erna de Kleijn, Denise van der Klauw, Evelien Rijken, Wieke
Bockstael en Klaas ten Have voor alle interessante gesprekken. Bij TNO ontdekte ik dat het
onderwerp van dit proefschrift; het spanningsveld tussen wetenschappelijke evaluatie
en dagelijkse zorgpraktijken - nog altijd aan de orde van de dag is. De maatschappelijke
ontwikkelingen maken dat steeds meer gezocht wordt naar manieren om de zorg nog
slimmer te organiseren. In plaats van een nadruk op uitkomsten van interventies alleen komt
meer aandacht voor het proces van verandering. Het zoeken naar nieuwe manieren van
evalueren wordt dan ook steeds belangrijker. Aan deze uitdaging draag ik graag bij!

Lieve familie en vrienden, ook jullie ben ik veel dank verschuldigd. Harry, Monique,
Annette, Debby, André, Lars en Tanja, jullie wil ik hartelijk danken voor jullie steun en
relativering. En omdat tijdens de Qi gong-lessen ontspanning vaak hand-in-hand gaat met
veel gelach en gegeeuw. Lieve Jan. Hoewel ik je vaak gekscherend aangaf dat ik je aan het
einde zou noemen, is de laatste alinea de belangrijkste plek in het dankwoord. Jan, een groot
deel van ons leven hebben we samen doorgebracht. Ik heb veel aan je te danken: toen ik het
aanbod kreeg om als AlO te beginnen was jij de eerste die tegen me zei‘moet je doen, want
zo'n kans krijg je nooit meer en je kan het’ Ook als ik het proefschrift niet meer zag zitten,
was jij diegene die zei dat ik vooral door moest zetten en me voorhield dat ik het mezelf
nooit zou vergeven als ik het onafgemaakt zou laten. Maar het was ook zwaar voor jou. Als
ik vooraf had geweten hoeveel invloed mijn promoveren op ons beide zou hebben, was ik



er waarschijnlijk nooit aan begonnen. Hoewel ik het niet vaak heb gezegd, en misschien ook
wel te veel voor lief genomen, was je heel belangrijk in mijn leven. Aan onze tijd samen heb
ik veel mooie en bijzondere herinneringen. Ik prijs ik me zeer gelukkig dat jij er altijd was,
en me ondanks alles toch bent blijven steunen bij het afronden van dit proefschrift. Lieve
Adri, Leonie en Rachél, ook jullie wil ik heel hartelijk danken voor de tijd dat ik deel uit mocht
maken van jullie gezin. Ook jullie houden een speciaal plekje in mijn hart. Wilhelmien, Henny,
Rein, Irmgard, Charlotte, William, Marit, Sabina, Chantal, Suzanne en Annemiek: dank voor
jullie liefhebbende steun en gezonde (des)interesse in mijn proefschrift. Jullie waren en zijn
altijd daar: bij alle succesjes en ook in moeilijke tijden. Ik kan altijd op jullie rekenen. Het heeft
mij meer dan eens bevestigd wat voor bijzondere mensen jullie eigenlijk zijn! Charlotte en
Sabina, omdat jullie ook tijdens de promotie naast me staan! Mam en pap, ik weet dat jullie
trots op mij zijn. Jullie hebben me geleerd nooit op te geven. Ik hou van jullie!

Het proefschrift is nu af.....een nieuw begin.
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This doctoral thesis evolved around the issue of how to evaluate the
effectiveness of health promotion and prevention such that it matches
the criteria for sound scientific research and at the same time produces
knowledge that can more easily be embedded in routine medical
practice. In other words, this thesis concerned the issue of how to bridge
the science-practice gap in complex public health settings.

~ Approach

In this doctoral thesis one example
of an evaluation methodology

has been analysed that tried to
accomplish this. An ethnographic
case study has been performed of
the Quattro Study: a pragmatic trial
for evaluating the effectiveness

of multidisciplinary patient care
teams for the prevention of
cardiovascular risk in primary
health care practice in deprived
neighbourhoods in Rotterdam and
The Hague in the Netherlands. The
ethnographic findings show how
the pragmatic trial methodology
and its instruments help to
overcome the dichotomy between
routine medical practice and
scientific evaluation.

This doctoral thesis allows

for a fundamental rethinking

of the pragmatic trial
methodology not as a new
mode of evaluating complex
interventions in prevention and
health promotion, but as an
infrastructure for pragmatically
embedding innovation(s) in
primary health care. Building

on the performativity of the
infrastructure that is the
pragmatic trial, such embedding
of innovations can be more
fruitfully explored and tested.
The problem with the pragmatic
trial methodology is not that it is
pragmatic. The problem is that it
is not pragmatic enough!



