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EXECUTIVE SUMMARY

The growing cancer burden and a great unused potential for making advancements in cancer care and
research on an international scale, urges policymakers to take extra measures. In view of this need, the
‘Organisation of European Cancer Institutes’ (OECI) pleads for more harmonization between cancer
institutes in Europe through common used methods that enable the comparison, evaluation and
synchronization of their cancer activities. Subsequent to the introduction of an accreditation project, the
most recent proposed initiative is to develop and implement a system in which European cancer
institutes can be designated.

Although this initiative appears to be very promising at first sight, two major problems currently occur in
the development and implementation of the designation system: (1) the challenges and features for
developing the right categories, criteria and review-methods are unclear (2) their is insufficient
understanding of the social-political context and what consequences it might have for the development
and implementation of the designation system. A qualitative research has therefore been performed in
order to get a better understanding of the system-technical and social-political aspects in developing
and implementing the designation system and to provide subsequent recommendations. Data has been
gathered with the help of a literature review, interviews, observations and many informal conversations.
The analysis of data in the field has been supported by theoretical concepts, considerations, relevant
aspects of existing examples similar to this designation initiative.

Findings from the theoretical and field research indicate that the development and implementation of
the designation system are mainly challenged by the complex context. Translating it from theory into
practice appears to bear several hazards along the way. From a system-technical point of view these
hazards mainly concern the practical applicability of the system, with regard to demographic,
legislative, administrative and language differences. Social-politically it is the complex social setting that
initially triggers conflicting and strategic behavior and therefore challenges the required acceptance and
commitment among stakeholders to the system. These hazards can be related the best to what Bowker
and Star (1999) in theory call a ‘divergence between the symbolical and material side’; the averarching
purpose of designedion diverges with tha prodicar sivation 1 winch o designation avstam hos da be

developed g implemented.

The big managerial challenge for the future is therefore to find a balance between the overarching
purpose of the system and a ‘satisfying’ basis that is applicable and worthy enough to be loyal to for all
parties. From a system-technical point of view, this means that in the development of categories, criteria
as well as the review methods a balance have to be found between the level of abstraction and rigidity -
for having an effective purpose on a supranational scale- and the level of specifity and flexibility -for
anticipating to the daily, complex practice in which cancer institutes have to be designated. A first draft
of the designation system based on this thought is presented in the appendix. From a social-political
point of view, it requires an extra effort in realizing a more constructive, harmonized setting as well as in

clarifying and promoting the system’s added value to reach to required consensus and commitment.
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FOREWORD

This thesis is the final product of the master research on the challenges and critical features of
developing and implementing a designation system for European cancer institutes. The research has
been conducted and reported over a period of five months in light of the master-program ‘Health
Sciences’ the University of Twente, Enschede.

During my bachelor period in ‘Public administration’ and a previous master program in ‘Organization,
Culture and Management’ | developed a great fascination for management and policy issues related to
the quality of healthcare. Although quality of healthcare has improved radically throughout the last
century, developments such as the rise in chronic diseases are confronting the sector with serious
challenges. From a managerial point of view this requires new perspectives on how health services
should be organized. The way these new perspectives are intfroduced and how they are implemented
often strongly depends on a complex and social-political dynamic reality. Contextual differences and
varying social perceptions fowards a new organizational development for instance can have huge
frustrating consequences. This can make management in healthcare difficult but at the same time very
interesting fo study, especially on an international scale.

Based on this thought | did not hesitate when in December 2007 the opportunity occurred to apply for
the master assignment concerning ‘A study on the designation of European cancer instfitutes’. This
designation initiative is a perfect example of infroducing a new organizational perspective in healthcare
along with the inherent managerial difficulties of developing and implementing it the right way. This
thesis may make readers more aware of the practical challenges that are confronting this designation
initiative and offers them insight in how to overcome these challenges in the best possible way. Together
with a number of concrete recommendations it may contribute to a successful development and
implementation of a designation system for European cancer institutes in the near future.

In this foreword | would like to thank in the first place all the respondents. They formed the foundation
of my research by sharing their perspectives and concerns with me. Without their effort and cooperation
this thesis could not have been realized. Secondly, | would like to thank in particular the ‘Steering
committee members of the OECI Accreditation Work Group’. As this accreditation project is closely
linked to the OECI designation initiative, they formed an important and easy accessible source of data
by supplying a lot of information, advice and feedback during the last few months. Special thanks go
out to my supervisors, professor van Harten and professor van Rossum, for their advice and feedback
and for offering me the opportunity to graduate on this very interesting subject. This study has taught
me a lot about the social-political and technical aspects of introducing new quality-improvement
perspectives and methods in a highly professional and international environment! Last but certainly not
least, | want to thank my parents, brother, sister and my dear girlfriend. Your support in all possible

ways was irreplaceable and extremely stimulating these past years of study.

Gijs Hesselink
Hengelo, 11juli 2007
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1 INTRODUCTION

Europe is currently facing a growing cancer burden, affecting both the survival and quality of life of
human beings. At present, with more than 3 million new cases and 1.7 million deaths each year (Ferlay
et al., 2007), cancer represents the second most important cause of death and morbidity in Europe
following cardiovascular diseases (Coleman et al, 2008). Causes for this increasing incidence can be
found in a wide range of social and epidemiological factors such as the result of an aging, a growing
population and unhealthy lifestyles (e.g. Ferlay et al., 2004). In the rise of the cancer problem different
countries and regions in Europe show marked differences in the speed and direction of trends in cancer

incidence and mortality rates.

Along with the growing cancer burden the activities in cancer care and research have become more
complex and challenging. Causes can be found in: rapid advances in technology and knowledge which
make new breakthroughs more complicated, improved diagnosis and treatment with improved survival
rates, and the longer survival of patients with a chronic cancer disease (Coleman et al, 2008). The
growing and more complex demand for improvements requires in that respect a new paradigm of
collaboration; multi-disciplinary working has become the keyword and sharply contrasts with the
traditional, single oriented cancer research and -care approaches from the past. Professionals with
highly diverse skills working together and the sharing of resource allocations on a micro-, meso- and

macro-level are perfect examples of this.

Although substantial organizational progress has been made in the last decennia, European cancer
institutes are still facing an increasing number of cancer cases. Next fo the well working national health
systems, an effective organization of cancer care and research activities on a supranational, European
level can significantly contribute to these challenges in the fight against cancer. This thesis involves a
study on one of the most recent initiafives that is aiming to improve this supranational organization,
being the development and implement of a designation system for European cancer institutes.

The next chapter will outline the context of the current situation of cancer care and research in Europe
and the central subject with its problems. The design of the research will be central in the third chapter.
Respectively the purpose, relevance, questions and the method of the research will here be formulated
and discussed. The theoretical position will be formed in chapter four. Since the designation of
European cancer institutes, from a social scientific point of view, can be seen as an act or form of
classification, it will here be placed in a broader classification-perceptive. All relevant considerations
and examples that facilitate the data analysis from this perspective will be outlined here. In addition it
will also examine a few theoretical concepts for analyzing the social-political context of this designation
initiative. The thesis will finally ends with the presentation of the results in chapter five and subsequently

the conclusion in chapter six.
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2 CANCER CARE AND RESEARCH IN EUROPE

2.1 INTRODUCTION

Nowadays new organizational policies in healthcare are at first sight often considered as very
promising. However, the potential promise becomes difficult to realize when it comes to the
implementation of it. Based on a first round of informal talks with some respondents and an initial
literature review, this seems to be the case in designating European cancer institutes as well:
theoretically a very competent and effective plan, but hard to realize in daily practice. For a better
understanding of this contradiction it is important to get a better insight in the confext it is situated. In
short, this chapter therefore elaborates the current situation of cancer care and research in Europe
along with the new organizational perspectives and developments that recently have been introduced.
Based on this contextual sketch the problem definition and general cause for this research will finally be
defined.

2.2 UNUSED POTENTIAL TO IMPROVE

At present European cancer care and research have a lot of potential to improve quality. The
spectacular progress in novel, powerful technologies and research discoveries in the last decades have
brought new opportunities to improve diagnostic methods and treatment. On a macro-level the
opportunity exists to use this potential in a better way if forces are more effectively bundled. This can be
done by the sharing and dissemination of innovations, knowledge and other important resources on an
international scale. However, from the organizational point of view, this potential has so far largely

been remained unused.

The most important explanation for this can be found in the insufficient European coordination and
collaboration of activities. At the moment cancer care and research at this level is too fragmented and
lacks coherence. Main examples are: the gap between basic research and clinical treatment,
duplication of research efforts, the lack of a global defined set of quality standards, and the access to
knowledge and information that at present is unequally shared throughout Europe (OECI, Accreditation
Workgroup, 2008). Although huge efforts have already been made, the coordination and overall
improvement in cancer activities are still insufficient and are in need of further improvement on a
European scale, in particular regarding the translation of research into care.

An additional explanation are the relatively modest cancer research expenses in Europe. In comparison
with the United States and some countries in Asia, the European expenses are considered to be
relatively modest (Sullivan, 2005). Although the current quality of cancer research and care in Europe is
adequate, further improvements are possible here as well.

It is a collective challenge to bring both research and care to a higher level, requiring initiatives on a

supranational level. This is needed both from the public health and the economic point of view.
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2.3 TOWARDS QUALITY IMPROVEMENT

The growing cancer burden in combination with an unused potential to improve, makes it necessary to
take extra measures on the European level (Commission of the European communities, 2007). Several
well respected persons, organizations and studies in the field of cancer care and research have already
anticipated this by developing new coalitions and introducing new organizational approaches. A recent
example in this is the collaboration between public health institutes in the EU, which resulted in the
Coleman report ‘Responding to the challenges of cancer in Europe’ (2008). The report overviews the
current epidemiology of cancer in Europe, including a discussion of the major risk factors of cancer in
Europe, and provides new policies to tackle them. For instance the ‘Comprehensive cancer plans’ are
discussed as a new approach to cancer control. Another example was the launch of the ‘Eurocan+plus
Project’, called for by the European Parliament in October 2005. The project consisted of a coalition of
prominent actors in the field of cancer research, aiming to study the feasibility for coordination of
national cancer research activities in Europe and to provide recommendations for improvement
(Eurocan+plus, 2008). Recently this project ended and has been followed up by the Stockholm Group
(2008). Parallel to this it has been decided to work together within this group towards the creation of a
collaborative platform, comprising leading ‘Comprehensive Cancer Centers’ and ‘basic/preclinical
Research Centres’ in Europe (Ringborg, 2008). Such a platform is believed to be e new organizational
approach for reaching a ‘critical mass’ and sustainability, that is necessary to innovate and deliver high

quality in all areas of cancer research (Ringborg, 2008).

Next to those previous examples the ‘Organisation of European Cancer Institutes’ (OECI) is one of those
organizations that is also looking for better, organizational ways to improve quality of cancer care and
research across Europe. As a growing network of over more than 60 cancer institutes, the OECI

organizes activities in several workgroups for developing concrete affordable and realistic solutions to
effectively combat cancer in the EU (OECI, 2008).

2.3.1 NEED FOR HARMONIZATION

In view of the need to bring cancer care and research as a whole to an international, more qualitative
and competitive level, the OECI pleads for more harmonization between cancer institutes in Europe
(OECI, 2008). Besides the opportunity of reaching a ‘critical mass’ (meaning all resources that are
needed to translate basic research discoveries into a clinical setting for the diagnosis and treatment of
cancer patients), this effort leads to many other advantages. It provides the opportunity to synchronize,
compare and evaluate cancer activities throughout Europe and will therefore speed the process of
discovery and research of cancer. This will be a direct benefit to the public. This way of ‘phrasing’
cancer activities is crucial and urgently needed in order to integrate and foster the many already existing
efforts and initiatives. Additionally it creates an international overview for patients and other
stakeholders to recognize and select institutes in a more effective and efficient way.

In order to pursue harmonization, the OECI initiated in 2002 an accreditation project with three main
objectives (OECI-AWG Steering Committee, 2008):

to develop a comprehensive accreditation system for oncology care
to set an updated database of cancer institutes in Europe, with exhaustive information on their

resources and activities

to develop a ‘labeling’ tool, dedicated to designate European cancer structures.
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2.3.2 EUROPEAN DESIGNATION SYSTEM

With the first accreditation pilots in 2007 a start was made in the effort to reach more
harmonization. These developments in accreditation have recently urged the OECI to develop and
implement a system to which European cancer institutes can be designated as well. Such a system
must create a platform in which synchronization and benchmarking of cancer activities will be
possible on an international scale. Additionally it must be a tool for cancer institutes to ensure and
improve their quality standards. By putting effort in gaining a designation status the idea is that they
will be stimulated in disseminating knowledge and in forming coalitions with other institutes that are
designated as well. This allows cancer institutes to benefit from each other and reach to a crifical
mass in cancer services.

Keyword in the designation of European cancer institutes will be the level of comprefiensivensss. The
philosophy behind comprehensiveness is: if all relevant competences, skills, resources and tools
concerning cancer care and research are brought together and integrated, it will lead to an
outcome that is larger as a whole, than the sum of its parts (Ringborg, 2008). Comprehensiveness,
in that sense, can be seen as the new basic principal for how cancer activities institutionally should
be organized. It focuses therefore on infrastructural requirements that enable the integration of

cancer services into:

YA coafinunm frem busic Brouyl praclinical ool clinico! research ko atrvctored impleneforcn ond evorluotion of
naw diagnoske and reohnant methods i roukine care” Iinabogg, 2008)

The OECI sees the designation of cancer institutes on this relative level of comprehensiveness along
with their level of performance, as the perfect way to ‘phrase’ cancer institutes through one single,

harmonious method.

2.4 PROBLEM DEFINITION

As mentioned before, the increasing impact of cancer in Europe and the potential to improve strongly
asks for a new collective approach towards a more harmonized policy on a European level. It has
become more and more clear that cross-national standards and shared values are necessary in order to
improve cancer research and care. While serious efforts are made to realize this by means of a
European designation system, two major problems occur in the development and implementation of

such a system.

2.4.1 SYSTEM-TECHNICAL ASPECTS

So far there is not much knowledge about designating the total sum of cancer services on a
European scale. This leads to the first problem:

T iz not rompletelv dear whar tha syester-techmonl challengas and feorurss are in ths develoameant

aof the designation svstent’.

With this is meant more specifically the challenges and features for developing appropriate
categories, criteria and review-methods. It is expected that theoretical considerations and existing
information of other examples similar to this project could be very useful. Also further research is
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required for obtaining a complete impression of the relevant issues that are in particular
accountable for designating European cancer institutes.

2.4.2 SOCIAL-POLITICAL INFLUENCES

Although a designation system may seem very effective and promising on paper, it will be difficult to
realize it. It will even be doomed to fail if little attention will be paid to the social context in which the
system has to be developed and implemented. Social-political differences and the dynamics
between the stakeholders involved in the designation initiative can for instance have negative
influence at moments when consensus or collaboration are required. Moreover, a better
understanding of this social-political context would help a lot in identifying managerial
preconditions as well, for instance on how to gain more social acceptance and commitment to the
system amongst stakeholders. At the moment insight in these social-political influences is lacking. It

forms the cause of the second problem:

An imsufficant undarstanding of the social-pelitical confexd and the subzequar? manogerral
consequances (tn terms of limitokans and precenditions) in develooing and implementing ths

designation sestem an a supranatianal leeel.
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3 RESEARCH DESIGN

3.1 INTRODUCTION
Now that the central object of this study, the context in which it is situated and the relating problems are
outlined, this chapter will discuss the design of this research. Respectively the objective, question(s), and

methodology of this research will be brought to the attention.

3.2 OBIJECTIVE

The purpose of the study is to provide a better understanding of the system-technical aspects and the
social-political influences in developing and implementing a designation system for European cancer
institutes. By gaining insight in the system-technical challenges and critical features, the first part of this
research has the objective to:

pravide an indial draft of the zratem
By focusing on the broader social-political context, the second part of the research has the objective to:

explont hows the saool-poliical comtext offeck the development and impemeriation of the
desrgnation systemm

Fammulafe sociol-pofiticol recommsndoitans.

With the achievement of these objectives (the initial draft of the system will be presented in the
appendix) the study has a significant contribution on theoretical and practical grounds. Both will be

discussed in their ‘scientific’ and ‘social’ relevance.

3.2.1 SCIENTIFIC RELEVANCE

From an organizational perspective the designation of cancer institutes illustrates an act of
classification: cancer institutes are referred to a certain category based on a (mostly normative)
defined set of characteristics. With the emerging need to manage global challenges, such as the
growing cancer burden, scientific attention for such methods of classification arises in many
organizational studies, in public management as well as in managing non-governmental
organizations (NGQ'’s). Despite the fact that much is already known regarding acts of classification
from this scientific point of view (e.g. Durkheim & Maus, 1963; Taylor 1995; Bowker & Star, 1999),
little is actually known about the organizational impact of internationally classifying non-
governmental, health organizations. The scientific relevance of this study situates therefore in its

small contribution to fund a scientific framework in this area.

3.2.2 SOCIAL RELEVANCE
From a social point of view, the development and implementation of an effective designation system
for European cancer institutes is not an easy task. It has to deal with different inferests, languages,

legislations, cultural habits and traditions.



Dresinoting Eurapeon concee inshiutes Tovwrd o professiooo! ool for guoliy Doprovemanl

By exploring and describing several important system-technical challenges and with the initial draft
version, insight is offered into how the system, technically, can be developed effectively. Moreover, it
is a starting point for initiating and stimulating a discussion on the future development of the content
of the system. Combined with the insight in the social-political effects and some concrete
managerial recommendations, the study contributes to a further successful development and
implementation of the designation system. With the system’s overall purpose of quality-improvement

in European cancer care and research in mind, it eventually serves a social purpose.

3.3 RESEARCH QUESTIONS

In order to achieve the set objectives and to provide a solution to the defined problems, the decision has

been made to formulate two research questions. Together they will make this research complementary.

Question 1

The first question fries to provide an answer to the technical aspects in the development of the
system:

“Wher cra the chollenges ane the eritical feefurss far designating Furepean cancer insitules from o

spstorn-tachivical point of wew, especally bosed an the jraiative) faval for compranenaivsnass?
Based on this question the following sub-questions are:

A Whit mbevint especk af shessifiontion arn he adbrcted feone fenthae oo wiint relevant axoplos of

classifirating dn axist it He Feldl of concar sarvices?

& Vo cnallenges oo & e devslogorent af fhe dasignobion syshamn?
Wihert fatinrs nre assentind f ovarcame fhase challonges?

0. What shoodd @ deot varsicss nf flha sysfar Jook fike?

An answer to sub-question 4 will be given in the first part of the following theoretical chapter (4).

The same will be done with sub-questions &, C, and £Jin the first part of the results chapter (5).

Question 2

The second question concerns the social-political context and its influences on the system:

o cen o desgnatron spstem for Luropsan cancer institutes swcoessfolly be develoged and

rmptamanted mom a seciol-peltrond point or waw™

Based on this second question the following sub-questions are:

Veher! theoreticw! concals o exis! for inalpsiig e socid pofitiva! conled?

Which cire fha relovont shrvehalaens ono haw are fhey posiionad?

Wmomom

et gra the dyronics within the sociol poiiffoal confett of tha desionotian spstem and wwhot ave the
corsguences, o tenns of fndefiocs and prosondiicns 7

L. Whet miarergario)l recorirmandations cui be offarad?
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An answer to sub-question Ewill be given in the second part of the theoretical chapter (4). The same
will be done with sub-questions F. & and A in the second part of the resulis chapter (5).

3.4 METHODOLOGY

This paragraph explains the way how research was conducted during the last few months. Respectively
the chosen strategy will be discussed, the way data have been analyzed and finally what data-resources

have been used.

3.4.1 A QUALITATIVE STUDY
First of all, a qualitative study will be conducted with respect to both research questions. The choice

for this strategy is mainly based on the argument that:

i goclitabive atvdy s mast appropaofe when relefiea mew domoins hove b be anahzed Mol crentt siidlied befoe ™

('t Hark ef ol 1902

With the designation of European institutes, on their total pallet of services, a relatively new domain
is entered in Europe that never has been analyzed before. In that respect a qualitative case-study is
the most appropriate for exploring new, and yet unknown technical domains of designation.
Additionally, the perceptions and actions of important stakeholders, that are often influenced by
cultural, governmental and demographical differences, play an important role in how the
designation system will be developed and implemented as such. This study therefore requires an in-
depth case investigation in these social-contextual factors. In that respect a qualitative approach is
the most appropriate once again for gaining a proper understanding of the behavior of
stakeholders involved, and for providing a correct explanation of their consequences for
designation, throughout a theoretical and empirical way (Grix, 2004; Czarniawska, 1992). In order
to identify concrete results this means that social patterns, trends and relationships will be related to
theoretical concepts and vice versa.

3.4.2 FRAME OF ANALYSIS

In line with the structure of the research problem, object and questions, the frame of analysis has a
system-technical and a social-political approach. Both approaches include a theoretical- and field
research (see figure 1). The integration of both approaches will finally result in: the provision of a
conceptual draft of the system (which is referred to in paragraph 5.4 and presented in section D of
the appendix entitled as ‘A system for designating European cancer institutes’), and the formulation
of some general and concrete recommendations on how to cope with the social-political influences
on the development and implementation of the designation system. This will be presented in

paragraph 5.8 and will be once again reflected on in the conclusion.

The spstomtechiical aporoach of this study focuses on the (practical) challenges and critical
features for developing the designation system. First of all by conducting an initial literature review
and a small number of interviews on what theoretically might be relevant for analyzing the process
of development, and what examples in cancer care and research already exist. Together they offer a
first set of considerations on what is, or might be relevant for the content of the system (see part | of
the theoretical chapter). The analysis of these considerations, in combination with the data from



Dresinoting Eurapeon concee inshiutes Tovwrd o professiooo! ool for guoliy Doprovemanl

inferviews and many informal conversations in the field research, have resulted in the identification
of several system-echnical challenges and critical features for a European designation system (see
paragraph 5.2 & 5.3).

The societpoitical approach has its focus on the influences of the social-political context on the
development and implementation of the system. Initially by conducting a theoretical research on
concepts that help in explaining the position and role of stakeholders as well as the dynamics that
occur (see part 2 of the theoretical chapter). Based on the data gathered in the field research, these
concepts helped in analyzing and explain the social-political context and its effects on the

designation system (see paragraph 5.6 & 5.7).

Figure 1. Framework of analysis
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3.4.3 DATA RESOURCES

Data has been gathered with the use of several resources. The different data-collections have been
compared and verified with each other in order to improve the validity. This is also known as ‘data-
triangulation’. Qualitative case-studies, like this study, often use ‘triangulation’ in order to realize a
profound, in-depth analysis and to get a valid and plausible view of the current situation (Geertz,
1973; Grix, 2004). A common used mixture of data-resources, that also has been used in this

research is: a literature- and document study combined with the use of interviews and observations.

Literature review

A literature study has primarily been performed in order to demarcate the study: how does this
designation system have to be considered in a broader organizational perspective of classification
and how can it be positioned against other existing examples? Moreover, it offers a theoretical
framework to facilitate the system-technical and social-political analysis for answering the research
questions of this study.

Literature with respect to cancer care and research has mostly been reviewed in the documentation
of scientific journals such as ‘Tumori, Journal of experimental and clinical oncology’ or ‘Molecular

Oncology’, through medical databases like ‘Medline’, ‘PubMed’ and on websites of for example the
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OECI, the US ‘National Cancer Institute’ (NCI) and the Eurocan+plus project. Combinations of the
following key-terms have been used:

clozsificofion, cotegovization, designaiicn, comprehansivansss, dooredifodion, comcer core, concer

resencol, concer canfars, concar sfifites

In addition, some important documents have been reviewed after referral or delivery by others. In
that respect one could think of reports, policy-plans, questionnaires and notations related to for
instance the OECI-accreditation project, the NCl-designation project and others. Finally lots of
scientific books have contributed in reviewing the main underpinning theories and concepts relevant
to this research. Those were concepts related to classification, the stakeholder theory and
organizational decision-making. An overview of the used literature resources can be found in the

‘References’ at the end of the thesis.

Interviews

A second important resource type has been the data from respondents. Through formal interviews
and informal conversations with important stakeholders and based on their narratives (Bate, 1997;
Kunda, 1992), insight has been gained the system-technical aspects and social-political influences
on designation. Respondents made it possible fo enrich this insight with citations and practical
examples. Moreover it had a positive role in inferpreting complex, scientific information and it
provided new possibilities (Grant, 2004) for gaining further useful contacts or other resources.

Interviews have been performed based on semi-structured questions (see section B of the appendix).
The questions related to the system-echnical part have been developed with regard to the
(theoretical) considerations out of the literature review and on the draft version of the system
developed so far. The questions related to the managerial part were mostly referring to the
theoretical concepts for explaining the social-political context. The choice for a semi-structured
interview plan has been made to narrow the topics down, while on the other hand space was left
open for other relevant input. It consequently allowed a certain degree of flexibility during the
interview, which made it possible to pursuit unexpected lines and directions of research during the
interview (Grix, 2004). Additionally the draft designation system, which was developed parallel to
this research, formed an important source of gathering data through the interviews. It created the
possibility to address concrete feedback to the formulated system elements or to detect other
remarks that otherwise might have been forgotten.

Regarding the relative short research period, most interviews were forced to do by telephone or on
group-basis. In the beginning the fear existed that it would decrease the chance of gathering
valuable, ‘sensitive’ information. Looking back, it didn’t affect the data outcome in a negative way.
In fact, on occasion group interviews generated dialogues between group members which offered

new insights and other relevant data.

Observations

Finally observations have also been done, considering that social-political dynamics are well
detectable in the interactions between different actors. The focus hereby was on how stakeholders
(inter)act to the designation initiative on a social platform. Observations were done according to

Czarniawska's (1992:197) perspective on observing:

n
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Given the relative short research period the opportunities to observe such a setting were limited and
more observations would subsequently have increased the validity. Nevertheless, the EuroanPlus
project meeting in Amsterdam, the end of March 2008, and the OECI general assembly in Genoag,
the end of May 2008, have given substantial data to draw conclusions from.

3.4.4 RESEARCH POPULATION

The research population consisted generally spoken of actors who are involved in the development
and implementation of the designation system in one way or another (see appendix). Most relevant
actors in this population were directors, managers, specialists and researchers of several cancer
institutes in Europe. Many of them were representatives of professional, European associations or
alliances in the field of cancer care or research as well. Furthermore the population existed of a
representative of the EU and a representative of a patient-organization. In addition, there were
contacts with experts in the field of designation cancer care and research outside Europe. This
resulted in an inferview with the director of the NCI ‘cancer centers program’.

All in all 15 persons were interviewed (see section A of the appendix). It must be said that many
informal conversations, especially held during the OECI general assembly in Genoa, contributed a
lot to the collection of relevant information as well.
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4 THEORETICAL FRAMEWORK

Before going into the results this chapter discusses several theoretical perspectives, experiences and
concepts related to the system-technical and social-political aspects of designating European cancer
institutes. Together they form the framework for analyzing the data gained during the field research.

In line with the structure of the research this chapter is separated into: a section concerning the system-
technical considerations for developing a designation system for European cancer institutes (part |) and
a section with managerial concepts for analyzing the social-political context in which the designation
system has to be developed and implemented (part I).

Porf I
Sysfam-techinicad consideralions for developing the designation sysfem

4.1 INTRODUCTION

Central in the first part of this chapter will be the answer to sub-question A. Literature will be discussed
on what theoretically is known about dassification so far and how this is relevant for the development of
a proper designation system. In addition, examples related to classification in cancer care and research
will be discussed. The focus hereby will be on the aspects that are transferable to the development of
this designation system. Together they might contribute to the discovery and formulation of technical

challenges and features.

4.2 IMPORTANT ASPECTS OF CLASSIFICATION

As said before, the designation system is regarded as a form of classification. To better understand the
process and structure of the system’s development it is therefore important to know how ‘designation’ is
situated in the broader theoretical perspective of ‘classification’. Subsequent to this it allows to link
relevant theoretical aspects of classification to the development of the designation system.

4.2.1 DESIGNATION AS ACT OF CLASSIFICATION

Because the study on the designating of European cancer institutes has largely been related to the
concept of ‘classification’ so far, it is important to clarify this relationship in more detail with the
help of some prominent definitions out of literature.

The term ‘classification’ in this study is related to two activities that, in practice, are permanently
connected to each other (Durkheim & Maus, 1963). First of all, it refers to the construction of a
category, also known as ‘categorization’. The following two definitions are well applicable to this

process:

orL) eedaring or arvargement of chpacts atle grovps or sefe on M busie of Mer sekabonshiesT Jahnsen-Lond &
Witson, 1977 147
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Parallel to the process of categorization, social scientists provide a broad range of definitions on the

term ‘category’. The following definitions covers the other similar ones well by describing it as:

YA sef of Milngs or creciuras or everts or wchions for whoteverd] frecfed as i fhey wans, for fhe purpases of hod,
savlar or agoivalar ar sovahow subshiteloble for eock ehver [Broner & amsecdam, 2000 20).

These definitions of ‘categorization’ and ‘categories’ can be linked to the topic of this study when
European cancer institutes are perceived as a collection of organizational appearances, including
infrastructures, processes, and performances, that can be categorized. To put it more concrete: they
can be understood as groups or sets on the basis of similarity.

Classification secondly involves the identification of certain appearances and referring or ‘labelling’
it into a certain category. This is also known as ‘designation’. In their definition of classification
Durkheim & Maus (1963: 4) capture both processes of ‘categorization’ and ‘designation’ well by

describing it as:

“f. ) 0 armnne appenmmecas meet gozige welich disting fene eoch other™,

Figure 2 Classification process

Total set of appearances

Designation

—

]

The designation of European cancer institutes can therefore be seen as a classification process as it
involves (1) tha mrrangement or referral of those inatifutas [in rerma of tfrestruchuras, orocszses omd
peiformencas] into (2) zpecific sef fupes that represent o parficwlor growp, The actual designation is
therefore only a fraction of a larger process that has to be understood. This whole process is
illustrated in figure 2. According to this perspective, the following aspects of classification can be

linked to the development of the designation system.

e
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4.2.2 ‘CLASSICAL’ AND ‘PROTOTYPE’ APPROACH OF CATEGORIZING

The designation of European cancer institutes involves a process of categorization. Literature
provides in this respect two divergent approaches (e.g. Taylor, 1995; Bowker & Star, 1999; Douglas
& Hull, 1992; Bruner & Amsterdam, 2000). Both approaches are relevant for understanding the

development of categories in this particular study in a betfter way.

The first approach, known as the ‘classical aagroach’, has its origins back to Aristotle. He described
categories in terms of the sufficient amount of similar characteristics which determine whether a
certain appearance belongs to a certain category or not (Taylor, 1995). According to this approach
categories have dearly dafined boundoriss; whether a certain appearance belongs to a certain
category is obvious and undoubted.

The opposing approach, studied and elaborated for the first time by a psychologist named Rosch
(1978), is known as the ‘mrotofima aporoach’ This approach is originated out of observations of
how people use classifications in daily practice. Rosch demonstrated in her study that the
designation to a certain category is assessed by comparing the appearance that has to be
designated with a prototype of the category that one sees as exemplary. In her study Rosch (1978)
saw her hypothesis validated that belonging to a certain category has a more gradual character
and is not a matter of definitive conformation or rejection. Categories don’t have strictly defined, but
fuzzy houndarias. For that reason it is difficult to formulate relative, on-first-sight, simple categories
with strict boundaries (Wittgenstein, 1992). Categories are considered, in contrary to the classical
approach, to be built more on ‘familiar characteristics’ than on a specific and permanent set of

absolutely similar characteristics (Wittgenstein, 1992: 51-52).

An important concern for the categorization of European cancer institutes is if it should apply to a
‘classical’ or ‘prototype’ approach. Categorization according to the first approach leaves no
questions to whether a cancer institute belongs to category A or B as strictly defined boundaries will
make that very clear. However, prototype categories might be more appropriate considering the

often complex and unique characteristics of activities in cancer care and research.

4.2.3 ASSESMENTS IN CRITERIA

The designation of cancer institutes into categories cannot be done without the formulation of
specific requirements. Literature review however shows that there is not one single common
framework for developing such proper criteria. Yet different explicit or implicit models exist with
accents on different features. With the purpose to perform a normative evaluation on the
requirements, the ‘designation criteria’ are not so much different to the concept of accreditation
criteria. In fact, both are developed to improve quality (e.g. Comparative study of hospital
accreditation programs in Europe, 2008). The ‘IJ-dimeansion-mode!” (figure 3) of the ‘Joint
Commission Infernational’, that compares a set of contrary features for international accreditation
criteria, gives in that respect a good global overview of the different assessments that have to be
made in the development of proper designation criteria. For instance, should they be process or

more outcome oriented, and should they focus on absolute or comparative measurements?
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Figure 3. Features of accreditation, (Joint Commission International, 2005)
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So, in order to develop proper criteria for the designation system several features have to be

assessed. Two major assessments will be further examined.

Purpose
Classification criteria furthermore are considered to have an external and internal function. Internal

when organizations primarily use it for self-assessment or improvement of their own specific
structure, processes and performance. In that respect they are not meant for the general public, but
only for professionals and policy-makers in the organization itself (Berg & Schellekens, 2002).
Criteria have an external function when they are generally used for to control or compare different
organizations for instance on quality (Berg & Schellekens, 2002). In the formulation of criteria one
should reflect on the existence of these different purposes; by formulating more detailed to serve the
internal function and being more broad when it comes to the external function.

Types

Another consideration in the development of this particular system is that there are different ways to
type criteria. A common used typology is that of Donabedian (1980). He makes the link to
indicators, which can be divided into types of strizfure, process and awdcorms,

The strusfurs-indrcodor measures elements of structure that make activities possible. The term
structure refers to the preconditions for providing services such as personnel, facilities and financial
capacity. Frocess-indicotors refer to the primary process with organizations; it measures relevant
aspects of activities in the provision of services. Process-indicators are relevant when there is a
strong relation between the process of activities and the corresponding outcome. The aufoarrs-
indirator finally focuses on the outcome of services. Although they can offer a perfect indication of
the performances, they have to be interpreted very carefully. Results are often influenced by

processes from outside, which can not always be controlled (Casparie & Hommes, 1997).

4.2.4 DIVERGENCE BETWEEN SYMBOLIC AND MATERIAL SIDE

Even though the formulation of categories and corresponding criteria seems to be clear from a
theoretical point, the practical applicability often appears often from being a self-evident process.
The question that rises with respect to designating European cancer institutes is what challenges
system-technically there might be and what causes can be identified for that.

15
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In their book Sorting Things Cuf; Cloassification and Hz Consaguences” (1999) Bowker and Star
shed light on the intense battles which are often fought and have to be overcome before acts of
classification become accepted and institutionalized. They argue that most challenges are related to
the inherent divergence between the symbolical and material side of classification(Bowker & Star,
1999).

The designation of cancer institutes is considered to be symbolic in the sense that it has a very
abstract purpose: in the end it must make theoretical sense outside a specific environment, on a
European scale. Secondly, it has a material side in the sense that this designation process has to be
allocated or pointed to things or people in their daily, local and complex setting: this requires effort
and investment. Bowker and Star (1999) make a point by stating that the symbolical and material
side of the classification often conflicts when a high level of abstraction of the classification scheme
contrasts with the tangibility of daily practice: a gap evolves between the symbolic and material side
that is difficult to close. In other words, there is no one-to-one relationship between the material and
symbolic side of classification. Bowker and Star have demonstrated this with the analysis of several
classification-examples in which the functionality of classifying is challenged by the complexity of

daily practice.

This divergence between the symbolical and material side of classification is also applicable to the
designation process central in this study. It can be said that the development of a designation
system will most probably bear huge challenges concerning, in the first place, the comparability of
European cancer institutes. The current complex situation of cancer care and research in Europe
makes it hard to formulate absolute categories and criteria that are appropriate for making those
comparisons across Europe. Like many professional organizations, each cancer institute is unique to
a certain extent and differs from others, especially in an international context. If these differences
aren't taken into account in the formulation of categories and criteria, the chance is high that it will
damage the proctical agplicabiliy made comparisons then don’t have a correct meaning anymore
and designation becomes illegitimate or irrelevant.

The development of the designation system furthermore has to cope with intrinsic social-behavioral
effects as well. Intended or unintended, they ultimately challenge the designation process from an
objective and legitimate point of view. This can be understood with the internal and external
reflection as well as the benchmark possibilities that such acts of classifications bring along. Despite
the intention fo improve and to learn from each other, the risk exists that these well-infended
purposes lead to uncertainty: a feeling of constantly being monitored or the idea that the results
don't reflect the real status of the organization. This might feed the temptation for acting resistant to
this form of classification or to manipulate reality by influencing results or stressing aspects that are
less relevant than the results that in fact really do matter. This social-psychological process, to avoid
that the own cancer institute scores badly in comparison to others, is referable to theories of
cognitive dissonance (e.g. Burris et al, 1997) and street-level bureaucracy (Lipsky, 1980). In general
this leads to strategic behavior such as withdrawal of important information (Hofstee, 1980) or
‘gaming the numbers’ (Berg & Schellekens, 2002; Hoogwout, 2004) in order to present themselves
in what they desire or see as correct. Psychologist Stone illustrates this social-behavioral challenge to

acts of classification well by the following metaphor:

“Pepple, wnlike rocks, respand ko being measored [T293: T77).

Tei
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The impact of social-behavioral effects stresses the importance of developing an internal added
value into the system for cancer institutes that are to be designated. In addition, an objective and
profound evaluation of the results might reduce such social behavior as well.

Last but not least, the development of the designation system might also be challenged by
bureaucratic features (de Walcque et al, 2008; van Tol, 2005) or when criteria are too open for
inferprefation. A time consuming, unclear or multi-interpretable list of criteria that has to be
assessed by the cancer institutes themselves, in a context where time is precious, will increase the

possibility that data will be incomplete, wrong interpreted and therefore less plausible and valid.

4.2.5 STRATEGY

In order to overcome conflicts between the symbolical and material side, it is essential to realize that
it requires the art of continuous balancing between theory and practice. According to Bowker and
Star such acts of classification have to bear the inherent ambiguity of the symbolic and material side
as much as possible (Bowker and Star, 1999). For that reason classification systems need ‘boundary
infrastructures’ (Bowker & Star, 1999: 296-297, 313-314). With respect to the development of the
designation system it means that categories, criteria and review methods have to be defined
balancing between flexibility -so that all parties can use it and satisfy their claims at the material
side- and the robustness of the system, enough to maintain a common and legitimate identity

across all European cancer institutes at the symbolic side.

4.3 CLASSIFICATIONS IN CANCER CARE AND RESEARCH

Continuing on the theoretical aspects of classification, this section discusses several examples related to
classification in the field of cancer care and research. This to identify relevant experiences and practical
considerations for the development of the designation system.

4.3.1 COMPREHENSIVENESS

Literature review indicates ‘comprehensiveness’ as a frequently used denominator for classifying
cancer care and research in practice. Many entities in the field of cancer care and research are
using the term ‘comprehensive’ in order to stress a certain quality-assurance (e.g. ‘Comprehensive
Cancer Network’; ‘Comprehensive Cancer Centers’; ‘Comprehensive Cancer information’). Yet,
there seems to be no consistency in the meaning of this terminology. Several features of
comprehensiveness are now being discussed, in order to assess what this term here actually means.

Multidisciplinary and —interdisciplinary approach

In practice ‘comprehensive’ predominantly refers to a multidisciplinary and interdisciplinary
approach: being the combination and integration of different competences, skills, resources and
tools that are needed for an optimal cancer research and treatment process (NCl, 2004). As the
following examples will illustrate, these multidisciplinary and translational characteristics are mainly

expressed in infrastructural requirements.

One of the first links between comprehensiveness and a multi-/ interdisciplinary approach can be
found in the ‘Callman-Hine’ report (1995). Responding to the significant regional variations in
cancer freatment and outcomes, and to a lower survival rate of cancer patients than in most other

European countries, in 1995 the United Kingdom urged a restructuration of the national cancer

17
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services on comprehensive standards. Main interpretation of comprehensiveness by the Callman-
Hine taskforce was to create a state of the art provision of cancer care by the integration of three
levels of cancer care: from primary, non cancer-related care up to the treatment based on high
expertise (Callman-Hine, 1995:7). Although its focus, thus, was mainly on the improvement of
cancer care provision by a ‘ceordinatad iitagration of gifferant levels i concer cara’, the Callman-
Hine report used the term comprehensiveness as one of the first to classify institutes on the
integration of different disciplinary levels in cancer services.

Another interpretation of comprehensiveness as a multi-/ interdisciplinary approach can be found in
the designation program of US cancer centers by the ‘National Cancer Institute’ (NCI). In the NCI
report of ‘Policies and Guidelines relating to the Cancer Center Support Grant’ (2004),
‘comprehensive’ first and foremost refers to the integration of cancer research into the direct
provision of cancer treatment. According to the NCI it stands for the infrastructure of centers that
enable the coordination and cooperation between different disciplines in research and in treatment:
from discovery, davelopment to delivery’ (NCI, 2004: 2).

Figure 4. Comprehensiveness as a multi- and interdisciplinary approach (NCI, 2006)
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In line with the NCl's interpretation of comprehensiveness, other collaborative networks in the field
of cancer research, such as the Stockholm group, underline the importance of an interdisciplinary
infrastructure  for translating research into care A ‘transiafional concar rassorch  condinuum”
(Ringborg, 2008) where all research components, from basic to clinical outcome are fully
infegrated, is hereby widely seen as the cornerstone of comprehensiveness. Point of remark hereby
is that this interdisciplinary approach involves a bi-directional exchange of results between basic
and clinical science (NCI, 2006), such as illustrated in figure 4.

Constant improvement and innovation
A second important feature when is referred to comprehensiveness, is the constant effort for

improvement and innovation. It generally relates to an adequate infrastructure that guarantees a
continuous effort at making progress in cancer research and treatment (OECI, 2007; NCI, 2004). In
this perspective literature initially stresses the important role of high expertise and education (e.g.
NCI, 2004). Highly qualified personnel, training and other educational activities are seen as
intrinsic elements in the effort at the maintenance of innovation and quality improvement. Secondly,

it refers to the monitoring of new developments in research and treatment and if these are applied
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correctly. Resources for quality control, such as protocol-reviews and monitoring systems, play an
important role in this respect (NCI, 2004).

Leading and coordinating role

A last major element that ‘comprehensiveness’ refers to is the leading and coordinating role in
cancer care or research activities (NCI, 2004; OECI, 2007). Activities in the area of prevention,
external dissemination of knowledge and innovation are considered to be comprehensive,

infrastructural requirements as well and may therefore not be forgotten.

4.3.2 CATEGORIES
Up to now cancer institutes have been categorized in various ways. A few of these categorizations
will be discussed here for obtaining an impression of the most common, distinct categories and their

subsequent features.

‘Cancer Unit’

The first significant category deducted from the literature is the ‘Cancer Unit'. Although many
concrete indications for a ‘Cancer Unit’ don’t exist or at least strongly vary, the following features
are generally applicable for this type of category.

According to the Callman-Hine report a ‘Cancer Unit’ can be seen primarily as a clinical facility in
large or medium sized hospitals, and having formalized collaborations with other hospital services:

L shoold ba on indegioted pand of the Toepital [Callman & Hine, TRPS: 81

In reporting the requirements of a ‘breast cancer unit’ (2004), the EUSOMA and EORTC refine this
by arguing that a ‘Cancer Unit’ doesn’t necessarily need to be a geographically single entity. The
separate  buildings however must be within a reasonable proximity, sufficient to allow
multidisciplinary working and to let all diagnostic procedures take place at the first consultation
(EUSOMA & EORTC, 2004: 345). Treatment might therefore be given in two or more different
seftings. But as long as it is provided by the same multidisciplinary tfeam, to the same protocols, and
through a single dataset, it can be designated as a ‘Cancer Unit’. The size of such a ‘Cancer Unit'
has to be adequate for supporting clinical multidisciplinary oncology teams along with sufficient
expertise and facilities fo manage the commoner cancers (e.g. breast or lung). Exact indications for
this lack or vary depending on the type of cancer treatment that is being given.

Consistent with the view of the EUSOMA and EORTC an important feature of a Cancer Unit is the
care provision of particular cancer diseases in all its stages - from screening to the care of advanced
disease. Occasionally the patient may need to be sent to an associated institufion for addition
treatment, but is essentially followed-up at the particular ‘Cancer Unit’ (EUSOMA & EORTC, 2004).
Moreover here it is stressed that a ‘Cancer Unit' has the management of its own budget, covering all
the work of the unit.

Finally, literature argues that a ‘Cancer Unit’ has a limited degree to none educational and research

activities. A specific indication of this limited degree of education and research is nonetheless
unclear or strongly varies (e.g. Callman-Hine, 1995; EUSOMA & EORTC, 2004).

‘Cancer Clinic’
A second category is the ‘Cancer Clinic’. Although the name is frequently used for many cancer
institutes, specific indications for designating a ‘Cancer Clinic’ lack in literature. Nevertheless it can
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be said that, based on examples found in practice, a ‘Cancer Clinic’ like the ‘Cancer Unit’ refers to
a clinical facility or hospital department having formalized collaborations with other hospital
services. With practically the same similarities as the ‘Cancer Unit’ it distinguishes itself mainly in a

larger degree of capacity for patients and the amount of oncologic specialization.

‘Cancer Center’

A major category, familiar in many categorizations, is the ‘Cancer Center’. According to the
Callman-Hine report (1995) a ‘Cancer Center’ distinguishes itself from a ‘Cancer Unit’ by the
additional range of more specialized services. ‘Cancer Centers’ deliver a sufficient range of
multidisciplinary cancer treatments to encompass the common cancers within their immediate
geographical locality. In addition, they deliver treatment programs for less common and rare
cancers and those treatment regimens which are too specialized, technically demanding or capital
intensive to be provided in the ‘Cancer Unit’ or ‘Cancer Clinic’. ‘Cancer Centers’, in that respect,
distinguish themselves in the provision of specialist diagnostic and (radio) therapeutic techniques
(Callman & Hine, 1995).

Contrary to the Callman-Hine report, the NCI makes a more clear distinction by adding research as

an important feature for being a ‘Cancer Center’. In the designation of US ‘Cancer Centers’, the
NCI (2004) considers the necessity of:

“honvirg o sciznbfic agenca that i poimoeil focused o bosic, populoticn sclences, ar clivcol froncer) research, or
cte pesn af tha fhree componenis'

According to the NCI, the ‘Cancer Centers’’ scientific base is mostly developed within a single
institution. Although a network of different hospitals nowadays might be unavoidable to obtain
adequate expertise for the provision of care and research, the integration of facilities and activities
under one sufficient administrative identifiable structure is considered to be a essential feature of a
‘Cancer Center’. Moreover, the NCI (2004) stresses the important role of community outreach and
education as intrinsic ‘Cancer Center’ requirements.

The NCI additionally states that some ‘Cancer Centers’ are focusing on certain scientific or clinical
areas of cancer (e.g. only fundamental research or breast tumors). The scientific and clinical
diversity of ‘Cancer Centers' is therefore a significant feature as well.

‘Comprehensive Cancer Center’

In the classification of ‘Cancer Centers’ a categoral distinction can be made on the level of
comprehensiveness. The recognition of this ‘higher’ level is also known as the ‘Comprehensive
Cancer Center’ or ‘CCC’ (e.g. NCI, 2004; OECI; 2008).

Like in the other categories is also illustrated, the boundaries of a CCC are difficult to define
specifically. Features have become controversial or at least ambiguous regarding the broad
inferpretations and different accentuations that exist in a CCC. Fine examples are the different
interpretations of a CCC by the OECI and NCI. They describe a CCC respectively as a center that:

L) brenge fegetier ol competences, skile, resoorces ard foak needed b cptimally core for e pobient, ved §L)
clsa be corppetent for amd capable of conducking bosic ond frorelotionue! research and for providing odvanscad
educabion o conver professionos ' (OG0, 2002,
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Although it seems difficult to define specific indications for a CCC in a set of different
inferpretations, some general important features still can be identified. In comparison to the regular
‘Cancer Center’, a CCC distinguishes itself in the combination of the earlier mentioned ideas on
comprehensiveness. First of all by multi- and interdisciplinary activities from research to treatment, a
strong focus on constant improvement and innovation, along with the dissemination and
coordination of knowledge. A CCC has in that respect a high level of infrastructure using the full
potential of a continuum of basic, translational and clinical research and clinical facilities and
activities. Together this enables a direct provision of an extensive variety of cancer care, tailored to
the individual patient’s needs (NCI, 2004; Eurocan+plus project, 2008). Just like the ‘Cancer
Center’ the infegration of facilities and activities under a sufficient administrative identifiable
structure is seen as a required feature of a CCC as well (NCI, 2004). Finally, with regard to its
innovative, leading and coordinating role, the broad range of activities in the area of prevention,
education plus the external dissemination and monitoring of knowledge and innovation are
considered to be important features as well (NCI, 2004).

‘Centers of Excellence’
Although cancer institutes aren’t formally categorized on this particular level, some carry the status

of ‘excellence’. ‘Excellence’ in this context generally stands for their proven performance at a high
level in the field of cancer research and care. ‘Excellence’ however hasn’t been indisputable and a

commonly used indication for designating doesn’t exist yet.

4.3.3 CRITERIA
Literature shows several examples of criteria as well. A few relevant examples will here discussed

more in detail.

NCI designation-criteria

Maybe the most well-known example of criteria are the ones used for designation of ‘Cancer
Centers’ in the NCI report ‘Policies and Guidelines relating to the Cancer Center Support Grant’
(2004). The formulated set of these ‘designation-criteria’ are based on the NCI vision that centers,
although they exist in many different organizational settings and with considerable diversity in their
size and complexity of their research-emphases, can be judged by the same (scientific,
organizational and administrative) requirements.

The NCI designation-criteria for a CCC are mostly focused on the infrastructural requirements. The

NCI report describes this as:

i) o sodfacient brecdt and deptt of screnbific mfroskocturs with adeguoote and approgpriots foclbies aediooted ko
ewcl of e canters’ reseurch arecs, exfenal oranfabicn ond cooperction wrd He fiegraban of laboroion, cliicol
and prevesbon, comined and popuiokan resecrch areos o o single Inferdiscipiinay ond dons-disciolitony
anfarprse ooaoes daparimenisy, sducokoncl, ond fasfiufianod bowadones ™ (RO, 2004

An imporfant issue of the present NCI designation system is the shift from more ‘smart’ criteria in
the past towards more ‘expert driven’ criteria. Even though this makes objective evaluations difficult,

disputes on the designation-decisions of the NCI board deciding on the CCC status were rare so far
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(NCI, 2008). Most criteria can furthermore be regarded as demanding features for being a CCC,
more fit for open and subjective interpretation than being normative, objective requirements.

Adopting those criteria in the designation system for European cancer institutes could in this phase
harm the legitimacy, and consequently the rating given to a particular institute. On the contrary,
space for open interpretation is also required in order to measure the quality of performance and
make outcomes more assessable and comparable when the nature of the criteria asks for this. One
could think of the examination of complex requirements (such as the organizational stability and
focus on cancer) or the identfification of exceptional capabilities that distinguishes the institute from
others. Both might be relevant for gaining a certain qualification. Moreover, the NCI focuses mainly
on the criteria for (franslational) research activities since in the United States the clinical activities are
separately accredited by criteria of the Joint Commission of Accreditation of Health Care facilities
(JCAHC). The NCI designation criteria aren’t therefore substantial for designating European cancer
institutes as this requires clinical criteria as well.

OECI accreditation: criteria for comprehensiveness

The OECI accreditation system exemplifies a second relevant set of criteria. Based on Canadian,
French, Swedish and Dutch accreditation systems, the OECI initiated an accreditation project in
defining consensual quality standards and criteria for European cancer care and research in 2002.
By doing so their aim was to provide a tool for assessing cancer institutes on their performance and
relative level of comprehensiveness, as well as to make quality improvements by self-reflection and
benchmarking possible (OECI, 2008).

The accreditation system, divided into a quantitative and a qualitative section, consists of a broad
set of infrastructural and performance criteria focusing on the resources and capacity of cancer
institutes to improve the quality of their research and care processes. The accreditation criteria

largely focus on measurement of the level of comprehensiveness. This to:

ML anlows fhe ileniification of shuchures whee aocelzivied developmeant of dvovefe deadorend ar biph clinical
rasanich o feeaille (OECE 2008)

The difficulty that the OECI accreditation currently has to cope with is the definition of clear criteria
that allow a proper measurement on a supranational level. Relatively large differences in national
regulations, traditions and habits made it complicated so far to develop a complete and robust set
of criteria appropriate for the measurement of cancer institutes all across Europe. Moreover, the
project has to deal with the challenge of formulating appropriate criteria in which cancer institutes
themselves are able to assess their infrastructures and performances in a right and objective way.
These challenges on the criteria have to be taken into account in the development of a designation
system as well.

Specific criteria
Although a system that designates European cancer institutes is is non-existing as we speak, yet a
variety of organizations have developed several criteria for performance improvement or

designation purposes in their own specific cancer care and research area.
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The ‘Network of core institutes’ (NOCI), that was launched by the European Organization for
Research and Treatment of Cancer (EORTC), have for instance developed criteria mainly for

biologically driven clinical trials. This set of criteria has to realize:

“hop guolhe baih e ol desspn and Bial condoct, kg soglefics for callecton of Mssues, creobion of rea! as veall os
it s banks, engogement of fop dborafories ae well os fop clinical leepifutes, shot offer Loth good ooceoing
power ote cliricol Biole a5 veall gz the recessory Infrashucione, both of the cinical resacich Jevel and an e bosis
scipnce  fronsioticnol raseoech leve!” [CORTE, 2008).

Another organization, the European Society of Breast Cancer Specialists (EUSOMA), have, in line
with their certification process of Breast Cancer Units, developed a set of criteria as well. Outlined in
a questionnaire they are a mix of closed, open and output criteria focusing on the
comprehensiveness and multi-disciplinary working of specific ‘Units’ in breast-cancer. Pretty similar
to this, the ‘European Society of Medical Oncology’ (ESMO) uses evaluation programs for certifying
“the feval of vp-to-data bnowledge, shillz, ond general competence of meadized Furopean ancelog””
(ESMO, 2008). Other professional organizations like the ‘European Society for Therapeutic
Radiology and Oncology’ (ESTRO) and the ‘European Society of Surgical Oncology’ (ESSO) are
using pretty similar criteria or guidelines primarily focusing on these specific professional domains.

The added value of these examples situates in the possibility of gaining more explicit indications for
developing designation-criteria on specific research and clinical domains as such. However,
regarding the fact that these examples are primarily focused on quality-assurance in their own
professional or specific cancer domain they don’t fit in the measurement of trans-disciplinary

infrastructures or broader institutional require ments.

4.3.4 REVIEW SYSTEM

Various classifications, like the NCI designation program and the EUSOMA certification, contain a
formalized review system in which particular types of cancer institutes are reviewed via a set of
criteria. Although not much information is available on such review methodologies, the well-
documented review systems of the NCI (2004) and EUSOMA (2006) figure as appropriate examples
for obtaining a first impression in the features of a review process.

NCI designation
The review methodology by the NCI can be seen as a two-step process (NCI, 2004). In the first step

peer review, by questionnaire and side visit, determines whether the center fulfils the mostly open
scientific and interactive requirements for gaining the ‘Comprehensive Cancer Center’ status. If so,
a second stage review is more concerned with the programmatic relevance and professional
outreach and education. Applied cancer centers all undergo peer review by full site or limited site
visits, by site visit teams, depending on the significance of change compared to their earlier status or
when it is requested by a cancer center director. This is done to avoid ambiguous results and to
guarantee an objective review. In addition to the guaranteeing of objectivity and reliability, the
review system stresses the importance of some standards of conduct involving how to avoid and
deal with suspicion of conflict of interest and the preservation of confidentiality. For instance
applicants are forbidden to contact any review members about the review, and formal complaint

procedures exist when conflict of interest appear to be the case or when institutes disagree with the
designated status (NCI, 2004).
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After considering the written report of the delegated site visitors in the NCI ‘Initial Review Group’
(IRG), a chartered review committee provides a final merit evaluation and recommendation for
designation in a summary statement. The formal afiribution of designation lies with the ‘National
advisory body’ (NCAB) and the IRG as they determine whether to provide the cancer center a
supportive grant and whether to designate the center as comprehensive (NCI, 2004).

EUSOMA certification

The EUSOMA review methodology is pretty similar with the use of peer review by a questionnaire
and site visits (EUSOMA, 2006). Based on the evaluation of the results from the questionnaire and
the site visit, the visiting review team will draw up a preliminary review report along with a
recommendation on the certification status. Subsequently, the certification board considers this and
determines the certification status by approval or disagreement with the given recommendation.

Just like the NCI this review system encompasses similar standards of conduct for increasing the
objectivity and legitimacy. A remarkable point in this review process is the distinction that the
EUSOMA makes in an ‘initial certification’, being the capacity that is needed to meet the required
features of a Breast Unit according to the EUSOMA guidelines, and the full or ‘conditional
certification’, that based on appropriate performance indicators and outcome measures in five years
after initial certification is granted (EUSOMA, 2006).

4.4 SUMMARY

To summarize the first part of the theoretical frame and to answer sub-question A, the following can be
said. By placing ‘designation’ into a broader perspective of ‘classification’, several theoretical aspects
can be discussed that are relevant for developing an appropriate designation system. Together with
various examples of classification in cancer care and research it resulted in several considerations.

The theoretical notion that formulating absolute and uncontested categories with strict boundaries have
to be considered more as an illusion, is underlined by examples and experiences in practice. Indications
for this are: the ambiguous meaning of ‘comprehensiveness’ in cancer care and research, and the often
broad, vague and differently defined demarcations between different categories of cancer institutes
made so far. Although several features of different cancer institutes are discussed, it must be concluded
that at an infernational level no uniform agreed definitions exist on what a ‘Cancer Unit/ Clinic’,
‘Cancer Center’ or ‘Cenfer of Excellence’ is, and what it takes for institutes to be ‘comprehensive’.

The difference between theory (the symbolical side) and practice (the material side) in classification can
be recognized in the practical difficulties of measurement as well. Differences in national regulations
and the infrastructural complexity of cancer research and care activities often make comparable, visible
measurement and eventual designation difficult. Moreover the discussion on the normative or more
interpretable character of criteria, that in a sense both are required, demonstrates the practical
challenges to objective and legitimate measurement. With regard to the risk of unwanted, strategic and
manipulating behavior in the self-assessment phase, it is also important to provide criteria with the
possibility for cancer institutions to reflect and to improve their current status.

Practical hazards finally play a role as well when cancer institutes are being designated through a
review process. The major question that occurs is how to guarantee obijectivity, expertise and
acceptance at the same time? Although information is scarce in this particular area of classification, the
well documented review systems of the NCI and EUSOMA form an appropriate example in obtaining a
first impression in the critical features of a review system for designating European cancer institutes.
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Foart Hi:
Memnageriol concepts for analvsing tha sociof- polifical confext

4.5 INTRODUCTION

The first part of this chapter made most of all clear that the effectiveness of a designation system
depends on how technically is dealt with the practical (material) side in which designations happen. The
effectiveness also depends on another important, practical factor: acceptance and commitment
amongst its stakeholders. The process of developing and implementing the designation system is
probably influenced a lot by the sefting in which it is situated. Managerial considerations for how a
designation system should be introduced and implemented in the social-political context are therefore
essential in order to be effective. Before going into the results this second part of the theoretical chapter
therefore provides a few concepts for analysing this social-political context. This section will start with the
stakeholder theory, to identify and map relevant stakeholders. Secondly, various concepts are combined
for explaining the ‘stakeholder-dynamics’ and their consequences in terms of potential barriers or

preconditions.

4.6 STAKEHOLDER IDENTIFICATION

The analysis of the social-political context starts with the identification of relevant stakeholders. This
paragraph therefore initially calls for a normative identification theory, to explain why certain entities
should be considered as stakeholders and why others not. Secondly, it examines a descriptive
stakeholder ‘mapping’ theory, in order to identify which stakeholders play a significant role and require

managerial attention (also known as salience).

4.6.1 DEFINITION

The identification of relevant stakeholders is in reality more complicated than one would expect at
first. ‘Who is in fact a stakeholder and who is not’ goes far beyond the use of one single perspective
or approach. An indication for this can be found in the huge variety of articles and numerous books
that are written on the stakeholder theory over the years (e.g. Freeman, 1984; Clarkson, 1994;
Mitchell et al., 1997). On the other hand, the leading point of view is the shared purpose of all
stakeholder theories, that is to address Tha princigle of Yho and What Raally Cownts” Freeman
(1994). This section will examine the literature on this question so far: who is a stakeholder and

what is a stake?

Reviewing stakeholder literature offers a wide variety of ‘stakeholder’ definitions (e.g. Stanford,
1963; Freeman, 1984; Donaldson & Preston, 1995). All of them recognize a certain relationship
between individuals or groups with a stake and a certain organization form (Thompson et al.,
1991: 209). The term organization in this context has to be seen as a more broadly defined
concept, varying from a firm (Mitchell et al., 1997) to a certain policy or project that requires
managerial atfention. In this study it refers to the development and implementation of a European
designation system for cancer institutes. Moreover, there is not so much disagreement on what kind

of entity a stakeholder can be:
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The existence and the nature of the stake, “‘that what counits’’, is mostly the discussion and
ultimately deciding in what actually constitutes a stakeholder. In general a distinction can be made
between a morraw and brood wvises (Windsor, 1992). A short consideration on those two views will
help determine how stakeholder can be identified most appropriately in this particular study. A

classic definition of a stakeholder by Freeman is based on a broad empirical perspective:

L) o grown ar dndiadoc) whe con offect or 5 offecied b e ackevarnent of e cogonizodon's cbeckvaz

{1o8d: §4)

According to Mitchell (et al., 1997) this classic definition is thought to be insufficient for identifying
and analyzing stakeholders in this study as it leaves the notion of stake and the field of possible
stakeholders unambiguously open. To be more precise, the focus will not only be on the ones that
really do matter to the designation project. To define stakeholders more effectively several scholars
have applied the narrow view. It attempts to define stakeholders more focused on their direct
relationship to the organization’s core interests (Mitchell et al, 1997). In general this is done by the
search for a narmative cars of fagitimack. The adjustment of risk, in terms of something that can be
lost, to denote the stake appears thereby a frequently used way of defining stakeholders in that
respect (Clarkson, 1994). Next to a legal, moral or presumed claim based on legitimacy, there is a
second component to define to those with a stake in this particular view. This is the oy te
influanse the organization in terms of behavior, direction, process, or outcomes (Brenner, 1993 &
Starik, 1994). Critical aspects of both views are considered to be necessary for a comprehensive
identification of relevant stakeholders in the designation project. Whereas the narrow view attempts
to emphasize the fagitimocy of their clarms, the broad view emphasizes their afkdiy to influence the
designation project, even if there aren’t legitimate claims at all (Mitchell et al., 1997: 862). The

working definition for identifying stakeholders in this study is therefore:

ML eolities with lagitimata o Mlegiimate claims, or Hose who gre ol o offoct oe ane offockad By o designation
aesreant for Eurcovan concer lnshictes*.

4.6.2 CONFIGURATION

However pointing out the relevant stakeholders in the designation project is not enough. In order to
actually understand the social-political influences, more insight is necessary in their behavior and
amount of influence. The configuration of the relevant stakeholders by their status or position is a
first step in this. Theoretically this configuration at first involves a rough separation between ‘active’
stakeholders, having an actual and dynamic relationship with the organization and, in contrast,
respectively ‘facilitating’ or ‘latent’ stakeholders, being those that (directly or indirectly) are
influenced or able to influence the organization (Clarkson, 1994: 90). It is expected to recognize
such a configuration in the development and implantation of the designation system as well.

In that respect Mitchell (et al., 1997) argues that the ‘field of stakeholders’ has to be analyzed by
their relative (combined) possession or atiributed possession of three sorts of attributes. These

attributes will now be explained briefly.
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Possession of attributes

The first attribute comes down to the stakeholder’s pewarto influence others. Although power may
be tricky term to define (Salancik & Pfeffer, 1974: 3) since many different definitions on power exist
(e.g. Weber, 1947; Eizioni, 1964; Draft, 2004)), it generally comes down to the following
description, being:

The whefity of n ncfor o impose e wal o offiers omd fo feflfiecns el befiowios

Etzioni (1964: 59) suggests a logic for more determining specific types of power in the
organizational setting, based on the resource used to exercise power: casarcive power, based on the
physical resources of force or restraint; uklitorian power, based on material or financial resources,
and rovrretive power, based on symbolic resources. With respect to this study, the power-atiribute is
thus useful to indicate the stakeholder’s ability (by the extent it has or can gain access to coercive,
utilitarian, or normative means) to impose its will on others that are related to the designation
project.

The second attribute, fagitimecy, generally refers to the accepted and expected structures or
behaviors of stakeholders. Legitimacy refers in that respect to two types of criteria: one is based on
the social nature in terms of independency, objectivity and expertise, also known as ‘informal
legitimacy’. The other one stands for the rational, positive basis in terms of legality, also known as
formal legitimacy’. The definition used in this study, by Suchman (1995) recognizes both natures of

legitimacy:

o genenhzed percephant o asswmpion Mot fhe ochons of on enkhe ore desiable or cpprepiiohe vathin same
sxciafly construched sysfem of noems, valves, befiefs, ond definifions (TOws 5541

Though legitimacy is closely connected with power, as they create authority when combined together
(Davis, 1973; Weber, 1947), they have to be considered as two distinctive aftributes as well. To
illustrate this, an entity may have legitimate standing in society, but without the power to impose its
will on others, it will require little managerial attention (Mitchell et al., 1997). With respect to this
study, the legitimacy-aftribute is thus useful to indicate if stakeholders have a social-institutional
accepted standing in the designation project which legitimizes their actions.

The final, third attribute, wrgsitay, stands for the degree to which a stakeholder calls for immediate
attention. With respect to this study, the urgency-attribute is useful to indicate if the designation
project urges stakeholders to call for immediate attention, which often influences their behavior in
terms of strategically using the other aftributes of power and legitimacy. The degree of urgency can
be identified in two conditions (Mitchell, 1997):

the claim has to be an actuality, and is therefore time-sensitive

the claim has to be important fo the stakeholder.

Managerial salience

The relative possession or atiributed possession of all or some of the three atiributes not only helps
to explain different types and positions of stakeholders, but also the distribution of managerial
salience: for instance, some legitimate stakeholders with no or less influence are expected to behave
differently and require another kind of managerial attention than stakeholders with a lack of
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legitimacy but with a lot of power. The degree of urgency can also be added here as a
consideration, as it often leads fo strategic behavior. The necessity of acknowledging this is
important, especially with regard to the consequences that a misperception of or inattention on the
claims of stakeholders can have. Underestimated resistance or recognition of the facilitating
function of stakeholders could mean the start of a failing designation project.

With Mitchell’s (et al., 1997) stakeholder-model (see figure 5) it will be possible to gain more insight
in how managerially should be dealt with the multiple stakeholder positions in the designation
project. According to the model, stakeholders are divided in the appearance from various
combinations of the aftributes: power, legitimacy and urgency. Based on these combinations seven
types are conceptualized: three only possessing one afttribute, three possessing two aftributes and
one possessing all of these atiributes. The entities with no power, legitimacy or urgency in relation to

the organization are not considered

Figure 5. Stakeholder salience typology (Mitchell, 1997)
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Based on this model of analysis, Mitchell (et al., 1997) presents a theory of stakeholder salience:

“Ehrkeholier anfience will e positively relrded tr e comolnfive manber of sfrkeholder cdteibedes, peieeten Ty
frEgen iy e prasent” (1965 373

Figure 5 illustrates the typology of the stakeholders’ salience. Besides the opportunity to characterize
stakeholders very precise, a global configuration is possible as well in salient, expectant and
definitive stakeholders. The low salience classes identified by their possession or attributed
possession of only one of the aftributes are called “atent’ stakeholders, since they are expected to
be managerial irrelevant. With limited time, energy and other resources to provide managerial
attention, managers may well do nothing about these stakeholders and may not even go as far as
to recognize their existence. The moderate salient stakeholders, identified by their possession or
aftributed possession of two aftributes are called ‘expectani” stakeholders, as they are stakeholders
who expect something, but also as the ones where something can be expected from. Meant by that
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is that the combination of two aftributes leads from a passive (latent) to an active stance. The level
of engagement of these stakeholders is likely to be higher and ‘matters’ to management as they
have the afiributes to do so, for instance to act strategically or facilitating. Stakeholders with the
combination of all three attributes are called “sfsfinitiva”stakeholders. Managers have a clear and
immediate mandate to attend to and give priority to that stakeholder’s claim.

4.7 STAKEHOLDER DYNAMICS

The previous paragraph has given theoretical insights for identifying relevant stakeholders, their
positions and subsequent salience in the designation project. The managerial endeavour of designating
European cancer institutes goes however beyond that: the relations between stakeholders are in light of
the designation project, given social and political circumstances, often not static but in movement.
Further theoretical investigation is therefore needed to understand the dynamics that occur in the
stakeholder configuration and how can affect the development and implementation of the designation
system.

4.7.1 ORGANIZING IN A COMPLEX SOCIAL SETTING

To understand the root of the dynamics one firstly has to comprehend the complex setting in which
the designation system has to be developed and implemented. What does this setting characterize
and what consequences does it have?

Conflicling interesis and ambiguous meanings

Designating European cancer institutes requires an organization of policy on supranational level.
Actors with different backgrounds are urged to cooperate and come together, which makes
organizing complicated at the same time (Noordegraaf, 2004). The designation project has to deal
with a variety of interests and ambiguous perceptions. In such a blurred and equivocal social setting
it is difficult to have a controlled overview. Uncertainty and risk preferences hereby arise and, above

all, collective action and consensus are required but difficult to reach.

Bounded rationality

The variation in meanings and inferpretations of information and facts suggest that one objective
and comprehensive reality, that everyone shares and assesses their actions on, doesn’t exist.
Stakeholders are constrained by their limited cognitive capabilities and unable to comprehend all
the information that exists. Thus they create their own reality on a selected set of (information-)
resources. Their actions may therefore be less than completely rational in spite of their best
intentions and efforts to do so (March, 1994). Such a view, known in the academic field as
“meundad rafronalify’, is a major concept in explaining dynamic organizational seftings (e.g. Jones,
2001; Simon, 1976; March & Olsen, 2004).

In view of this ambiguous setting with conflicting interests and a bounded or limited rationality,
stakeholders are constantly struggling between satisfying and maximizing their own interests or
ambitions. This ultimately leads to a dynamic platform where stakeholders are often strategically

driven.
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4.7.2 ‘PARTIES IN A SYSTEM’ APPROACH

As social-political dynamics mostly take place tactfully, they are almost invisible and hard to
conceptualize. The Farfies o7 @ sysfem” approach of social-organizational expert Mastenbroek
(1996) however forms a proper conceptual frame for analyzing them. Deviated from the theoretical

perspectives of Abbott (1988) and Lammers (1983), Mastenbroek integrates two perspectives:

the ‘spsferm-perspective’, that sees the organization as a socially coherent entity with a common
purpose
the ‘marfres-perspectivs’, that sees the organization as a collection of multiple entities with their

own inferests.

Mastenbroek (1996) considers organizations as networks of groups and individuals in which the
relations between these groups and individuals are characterized by elements of both perspectives.
The designation project fits perfect in this perspective since it is based on a cooperation between
stakeholders that all strive for a better overall quality of cancer care and research in Europe, but
that also bears differing and contested interests. In this lies fundamental principle for analyzing the
dynamics: the tension between conflict and harmony in developing and implementing a designation
system. On one hand there is the dependency on another to serve the common goal, but on the
other the will to pursue own interests as well. Sociologist Gastelaars (2006) relates this perspective

to the concept of classification again by stating that:

“wdvere cerkoin forms of sfendardizekon ave ongonized, sveh os doesifdng differant cotegodes, disoratonmy spoce
for vagoiiabon vna sbrugals for fofloence auiomobcally occore™ [Gastelaors, 200:6: T

4.7.3 INTERFERING ATTRIBUTES

These processes of fension between conflict and harmony can be illustrated well by two conceptual
aspects of the parties-in-a-system-perspective, namely the tension in irfarmaton ordacs and in
pewar-gepandanas ralaiions among stakeholders (Mastenbroek, 1986; Heimer, 1985). As central
attributes for identifying and explaining the dynamics these will be further explained.

Information orders

The designation system can be considered as a system that contains an ‘information order’ to
process and evaluate data relevant for decision-making purposes (Heimer, 1985; March, 1994).
The development and implementation of such an information order can be very difficult as it is a
scarce resource that at the same time need sufficient grounds to be agreed upon. Stakeholders have
to deal with the will to expand their own influences versus the importance of reaching consensus for
the common interest. Therefore most of the time the information is disputed and subjected to the
question whether the information is satisfying for the stakeholder or if action is needed to increase
the influence on the current use of information. Heimer (1985) speaks in this context of ‘safisfying’
and ‘maximizing’ stakeholder behavior that can be explained in two ways: rationally and social-

psychologically.

First of all stakeholders can be seen as rational entities who consider each other as a means for
production and think in ‘fogic ef comsequances” (March, 1994); they need each other’s
performances in order to realize a common achievement or production. The information that

describes the structure of communication patterns, the ways of deliberation, the decision-making
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procedures of how other aspects of this common production should be organized, often lead to
frictions when they appear to conflict with the interests and preferences of stakeholders from a
rational point of view (Mastenbroek, 1996). This is expected to be the case with designating
European cancer institutes as well. Central tension that causes in this respect are own (professional)
preferences and interests of the stakeholders versus the information that is used in the designation
system, being the formulation of categories, criteria and review methodology.

The social-psychological point of view regards stakeholders as entities that are driven by rules of
appropriate or exemplary behavior (March, 1994). March and Olsen (2004) call this in their same
entitled paper ‘the ‘fagic of apprennatansas’

FAchun senk ta Gl He obliyobons esncapsuladed bt o e, on derity, o membersing in o palificod connonde or
grovn, and the athos, [rocking! procfices ond sxpeciofions of s isttodons. Embedden fn o socio! colactivly, they
chr whut they see a5 cppropricte for themselves i o specific ipe of sftuation®™ (March and Clsen, 2004 3.

Alternatives and preferences aren’t calculated here as such as in the ideal rational world, but are
rather placed in the perspective of: “What kind of situation is this?’, ‘Who or what am 1?’, and ‘What
is the appropriate thing to do given who | am (March, 1994)? This means that stakeholders are
expected to not only have intuitive associations in the shape of personal feelings of sympathy and
antipathy towards others, but also to carry positive or negative feelings directed to a set of shared
rules and identities that exist within the information that is ought to be followed (March, 1994).

The logic of appropriate behavior is expected to be an explanation of the dynamics in this study as
well. Especially since it is related to a highly professional network of stakeholders, where identity, the
way of performance and ethos are considered to be very important (van Delden, 1992;
Weggeman, 1992). One of the expectations for instance is that stakeholders are very sensitive to a
situation where their identity doesn’t correspond, or in their view, is ‘inappropriate’ with the
information used to designate cancer institutes. This could lead to various dynamics and
consequences for the designation project such as heavy resistance. Central tension in this respect is
therefore what stakeholders believe as appropriate or ‘what makes sense’ versus the prescribed or

desired rules and identities of the designation system.

Power versus dependency

The degree of power versus dependency is an important resource for dynamics as well. In the
power-dependant relationship stakeholders are characterized by the extent in which they determine
or direct each others behavior (Mastenbroek, 1986). Whereas power is defined as the capability to
influence the behavior of others, dependency is the other way around: one is dependant of another.
According to Mastenbroek (1986) dependency occurs when:

he or she perceives the activities of the other as important

the alternatives of these activities are minimal

The greater the level of dependency, the more the behavior will be influenced by others.
Stakeholders, generally speaking, are therefore trying to reinforce their capabilities for optimizing
their power and keeping the level of dependency as low as possible. This dynamic process is
expected to be the case in the development and implementation of the designation system as well.

Stakeholders with negative thoughts on the system will probably lack the system’s importance and
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look for the capacity to opt for other alternatives in one way or another, whereas stakeholders with
a positive opinion will try to do just the opposite.

4.8 SUMMARY

The identification of stakeholders and their managerial salience appear to be a productive strategy for
managing in a more effective way as attention is given to ‘those Who, and the things That really count’
(Mitchell et al., 1997). The stakeholder theory has therefore been chosen to identify the relevant
stakeholders and their different positions ‘in the field’ related to the designation project. Analyzing the
possession of all or some of the three key affributes according to Mitchell’s salience typology model
makes this possible.

Stakeholders however are often not static, but in motion. Given the complex social setting in which the
designation project has to be developed and implemented, that can be considered as the fundament for
the dynamics, further insight is needed in the social-political patterns, processes and actions. Although
such ‘dynamics’ are hard to conceptualize, the ‘Parties-in-a-system’ approach by Mastenbroek (1996)
offers a solution by analyzing the tension in itformation ctlsrs and in power-dependancy reloiians
among stakeholders. The analysis of these attributes focuses on the assumption that there is a constant
tension between cooperation/ consensus (for the common purpose) and competition (for the individual
inferests). The dynamics therefore have to analysed in social-political patterns that are recognizable in
the social tension of these aftributes: what kind of climate dominates, which tensions do occur, and how
does this affect the development and implementation of the designation system in ferms of
preconditions or potential limitations.
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5 RESULTS

This chapter presents the results of the field research that has been conducted on the development and
implementation of a designation system. The results are the outcome of a profound literature review,
interviews and observations that have taken place in the period from February 2008 ftill June 2008.
Based on the two-folded character of the research so far, it has been decided to separate the results
info a system-technical and a social-political part as well. A short reflection and overview of the resuls,

where both parts are integrated, will finally close this chapter.

Fartf:
System-techinical aspects

5.1 INTRODUCTION

Central in the first part of this chapter are the results on the technical aspects of the designation system.

It concerns the answer to the following three sub-questions of this research:

A What challenges ocewr I fhe dovalopiment of the designoion switem 7
Whert fuoiurey ore sxventiol fo overcome Mese cholfarges?

Welerrt s haedid o draft varsion of the sieham jook ke ?

a

The results, which are mostly descriptive and prescriptive, will respectively be presented in following
paragraphs 5.2, 5.3 and 5.4.

5.2 CHALLENGES

Field research showed several practical hazards in the development of an appropriate system for
designating European cancer institutes. In line with what Bowker and Star already argued in the
literature, the functionality of the designation system seems to be challenged by the complexity of cancer
care and research in daily practice. In fact, this is made even more difficult as this designation takes
place at an international level. Subdivided into three important challenges, the practical hazards will be

discussed in this paragraph.

5.2.1 DEFINING APPROPRIATE CATEGORIES
First of all, the categorization of cancer institutes into an appropriate and uncomplicated format
seems to be more difficult then one first expects. The following restraints to the categorization

process were identified.

Diffuse and contested definitions
The categorization of cancer institutes is hindered by the multiple and varying definitions that in the

literature exist. Examples of this have already been given in the theoretical framework. An important
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aspect that makes the current categorization even more diffuse is the use of different, often self-
made titles by cancer institutes of being for instance a ‘Comprehensive Cancer Center’. The
meaning of these ftitles is unclear as no common (international) standards are used and further
explanation often differs or even lacks.

In addition to the current lack of transparency in the categorization process, the formulation of
appropriate categories is slowed down as well by the contest on which elements exclusively should
be included in the definition of a particular category. Political, legislative and social differences on a
national level but also the differences in professional perceptions can be seen as the cause for this.
An example that occurred in this respect was the firm opinion of epidemiologists that epidemiology
should be an essential element in the definition of a ‘Comprehensive Cancer Center’. Others
however saw it more as an element that is subordinate to the larger formulation of the category
(Eurocan +plus meeting, March 2008). Another example can be found in the discussion on including
the dissemination or ‘community outreach’ of knowledge and population control in the definition of
a ‘Comprehensive Cancer Center’ or not. In the performed interviews the relevance of these
particular activities was approached differently by representatives of cancer institutes and

governmental agencies on a national and European level.

Ambiguous categoral boundaries

The categorization of cancer institutes furthermore turns out to be difficult due to ambiguous
categoral boundaries. Whether a certain cancer institute belongs to a certain category is often
unclear, doubted and multi-interpretable. A certain institute may for instance have a sufficient
(infrastructural) capacity to be comprehensive or perform on levels of excellence, but only in one or
a selection of specific cancer areas such as breast-, lung- or colorectal cancer. Should the cancer
institute then be interpreted as a ‘Comprehensive Cancer Center (of excellence)’, since it has the
required infrastructural capacity, or not regarding the focus on one or more specific cancer areas?
Another ambiguity that occurs in the formulation of categories is the ‘relativity of
comprehensiveness’. Cancer institutes, for instance, with a huge capacity may pass the requirements
for the status of a CCC but are performing, in terms of comprehensiveness, equally or even less
compared to institutes who don’t reach the requirements of a CCC, but are specialized in one or
particular cancer areas.

With ‘comprehensiveness’ as a central starting point for designating European cancer institutes in
mind, the restraint of ambiguity in categorizing European cancer institutes has therefore been

illustrated well by respondents in the frequently heard question:

TLhan b o concer insfitue reclhs comprekensive Y

5.2.2 FORMULATING CORRESPONDING CRITERIA
Along with the categorization of cancer institutes, the formulation of appropriate criteria is

confronted with several restraints as well.

Comparative measurement
Contextual differences make it difficult to formulate a comparable and uniform set of criteria on a

European level. One of the respondents indicated this by saying:

#f ) s e difficadfy finding o overorshing modes Decacse ensfing roatomel models are very diferent”
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A first factor can be found in demographical differences. The population basis of patients for a
cancer institute and the concentration of different types of cancer vary regionally or per country. This
influences the development of comparable criteria for cancer institutes on a European level in a
negative way.

A second factor can be found in the huge administrative differences across Europe. There are
numerous variations in how institutes are organized nationally. For example, the organizational
form of the Swedisch ‘Karolinska’ cancer institute, which is a department of a larger University
Hospital and not only dedicated to cancer, strongly varies with the major French cancer institute
‘Gustave Roussy’, where care and research activities are fully dedicated to cancer. Moreover, there
is the sensitivity of regulative differences in cancer care and research across Europe: various quality-
assessment initiatives on cancer care and research for instance already exist nationally and
regionally. These are strongly fragmented and lack an integrated vision on a supranational,
European level. Specific examples of this are the initiatives by the national federation of French
Cancer Center (‘Fédération national des centres de lutte contre le cancer’) and the ltalian league
against cancer (‘Lega ltaliana per la Lotto contro i Tumori’). These national criteria might seriously
harm European comparability as they are not compatible with each other at the European level.
Last major administrative difference is the disparity in funding of cancer care and research in the
European member states. Whereas in most northern countries cancer research is mostly funded by
‘research groups’ or ‘research councils’, that are providing financial support for the various cancer
institutes in those countries, in most southern countries those national ‘research councils’ are not so
much funding agencies but instead receive money directly from the national ministries to support
cancer research in their own laboratories.

Language is the third factor that challenges the formulation of appropriate criteria for comparative
measurement. What already came to light in the OECI accreditation pilots and workshops is that
language problems often lead to wrong interpretation of criteria and ultimately to outcomes that

aren’t fit for comparison. These language problems are:

insufficient understanding of the English language (in which the criteria are formulated)
multi-interpretability of criteria
unfamiliarity with specific terminology in the formulated criteria.

Complex requirements

The nature of cancer care and research, especially with the increasing linkage to the principles of
comprehensiveness, has made certain requirements become more abstract and therefore difficult to
measure. For instance, how to measure concrete requirements for translational research when it is
intertwined with the activities and infrastructure for basic and clinical research? Or, how to measure
a sufficient identifiable entity when more and more cancer institutes only virtually exist due to a
growing geographically distribution of coordinated cancer care and research activities?

Another difficulty in measurement is that many of those activities are integrated into larger health
institutions across Europe and therefore difficult to extract. Surgical, radio-therapeutical and medical
infrastructures for instance exist in many European hospitals, but are not dedicated to cancer alone.
With those virtual cancer institutes it is much more difficult to be sure that only those patients with

cancer will be measured:
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A of of pablends ave cantng fn cancer centers aifer fhe dlognoshe has Leen done elevhers, Ske in on offer
Ferngziter! car petfe proretize. They cre refaned offer the diorozas with coioer hos Dean sef (L) S poir freree iz e
vary preciae e e definiton of porrrnshes

Many activities in cancer institutes are furthermore difficult to measure since they can only be
measured and assessed properly over a longer period of time. Clinical trials for example often
cannot be assessed in an instant moment or in a couple of days and therefore difficult to measure a
specific moment of time. The complexity of cancer research and care make it therefore hard, not
only to formulate a set of straightforward and clear criteria, but also to formulate criteria that can be
assessed in a relative short period of time.

Developing proper criteria, thus, tends to be very complex and difficult for reviewers and for cancer
institutes themselves to overlook and to understand the actual requirements. Consequently this
increases the chance of wrong interpretations or assessments. It might eventually lead to liability
issues and even a false designation. The challenge therefore is to formulate an uncomplicated set of
criteria and to avoid bureaucratism. Simplification of the criteria format has therefore been

forwarded in many interviews as one of the major tasks.

Feasibility

Finally, in the formulation of corresponding criteria many cancer institutes seem to fear that it will
rest on a utopian model where requirements aren’t feasible for them to reach. This point was well
illustrated in the following quotes:

Practealle none of #he European concer centers covers oll focets of concer cove omd rezecnch. The real
comprehansiee cancer caemdar ond CCC of peralle o rra for Brof recson mese on Maelon Hhon peockeal reclihe™.

“Wia must sfone readiste fn the Formudalion of coffersa oomd keep the regquiremens feasible for the lorgest group of
Institedes, [..) affreredise fie perfect vidll be the enemy of fhe good.

The criteria will probably lose a lot of the acceptance and commitment if the requirements aren’t
realistic for most European cancer institutes to meet. Creating feasible criteria is thus essential for

the vitality of the system.

5.2.3 CREATING A RELIABLE AND LEGITIMATE REVIEW SYSTEM
Third major challenge to the development of an appropriate designation system concerns the
creation of a reliable and legitimate review system.

‘Conflict of interest’

A first restraint in that respect is the risk of ‘conflicts of interest’. The designation of cancer institutes
is intended to be mostly based on peer-review. This means that the evaluation will be done by other
experts in the field of cancer care and research. Obijectivity turns out to be a constant item of
discussion during inferviews and observations, because with peer-review the risk will increase that
reviewers (professionally, financially or personally) might be associated with the institute that has to

be reviewed.

st b soed ot fhot # e impordond b wvoed that ompbody weho oot fove aor indarest or s ar skt be o o
posfion brof e o her wers con influsnce Mre process L) oied Be dovagrer esef for o ravdrod epdeian £ shool!
ot be sifing o those revler boards ",
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A biased and subjective review will damage the reliability and legitimacy of the system. The
challenge is to avoid that.

Ambiguity and diffusion in review procedure

Another aspectis how to cope with the threat of inconsistency in review and designation procedures.
Differences in the methodology easily occur when reviews have to be done in different seftings and
when there must be instantly reacted to unique situations. It seems for instance quite logic that a
relative large cancer institute, with a great focus on clinical breast cancer activities, requires a
different composition of reviewers than a smaller cancer institute with less aftention for clinical
activities but more on the fundamental research.

Such inconsistency won't be a serious threat if reasons exist to deviate from the normal procedure.
However, as it is argued in various existing review systems (NCI, 2004; EUSOMA, 2006), significant
differences in the review and designation procedure are becoming a serious threat when clear
motives for deviation lack. For instance, when review time-schedules are extremely varying and
significant differences are noficeable in the compositions of review members or in the review/
designation procedure of two, almost similar cancer institutes. Then it affects the uniformity in the
designation of cancer institutes in a negative way and will leave space open for others to question
the objectivity of the review system.

Authority in review process an designation decisions

The designation of European cancer institutes will at first be based on a voluntary cooperation by
cancer institutes themselves. This makes the ability and (formal and informal) legitimacy for one
certain institute, like the OECI, to designate European cancer institutes quite fragile: why should
cancer institutes comply with such system? The challenge therefore is fo obtain enough authority, or
in other terms sufficient power and legitimacy, in the review process and designation decisions.

5.3 FEATURES

Regarding the previous mentioned challenges it seems almost impossible to develop and implement an
effective European designation system. Fortunately, field research and the earlier mentioned

considerations from the literature review made it possible to suggest some important system-technical
features as well.

5.3.1 CLEAR STRATEGY FOR DESIGNATION
First of all the development and implementation of the system has to start with a clear sirategic

approach on designating European cancer institutes. This strategic plan is founded on the benefits
that designation has to offer. The following elements are herby essential.

Comprehensiveness as frame of reference

The designation provides the possibility to assess and reflect the quality of cancer institutes on a
structured and equal basis. The designation system therefore primarily a central focus; a frame of
reference based on a set of minimum, common standards on which all European cancer institutes
can be designated. Secondly, this designation process must provide auditable recommendations for
cancer institutes to improve. Comprehensiveness in cancer research and/ or care forms in that
respect a perfect frame for designating European cancer institutes: it offers the possibility to evaluate
and recommend them on the relative level of the following general (infrastructural) requirements.
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a zingla integratad entify: the institutional activities must be sufficiently identifiable from a

physical, legal, financial as well as from an administrative point of view
affecfive parfarmancs: there have to be sufficient cases to allow effective performance in cancer
care and research

et -dizamingry warking: there must be sufficient infrastructure to enable the coordination and

cooperation between different disciplines in research and in tfreatment

tronsiation from _cohesr vessach to covs: there must be sufficient infrastructure to integrate

research activities in a confinuous process with the direct provision of an extensive variety of
cancer care that is tailored to the individual patient’s needs

eourgiion ong gualty controlmondonng: there have to be sufficient activities directed towards
learning, maintaining and improving the professional, organizational and relational quality of
cancer care and research

sxtarna! dissanvnation_of innavatren and tnewledge: there have to be sufficient activities in the

area of prevention, education, and other ways of external dissemination of knowledge and

innovation in cancer care and research.

Important role for peer-reviews on site

Designation secondly offers, next to the accreditation initiative, possibilities to map how is being
dealt with quality-improvement on a daily basis. Besides a general questionnaire, an objective and
accurate measurement will depend a lot on a proper review or audit procedure. The NCI
experiences with designating comprehensive cancer centers and the experiences with the OECI
accreditation project so far show that peer-reviews at site turn out to be necessary in order to assess

the quality of performance properly:

R wisib oree crociol kosee whoFs reolly gosng an L) Thee offen revead ma e crucio! ifomabion Bt athemise
wiase F ulisroeenad .

“Bapr raviawn an sia alsa alow pou ke zes how o cancer orslffule B dealing wath quale imprevement on doily
Iuasis ™.

Moreover, infrastructural requirements are often hard to measure absolutely and need extensive on-
site reviews as well in order to penetrate more into the detailed and complex requirements and to
make better assessments at the wide range of requirements.

Only the question then rises which general criteria fit the questionnaire and what should be left for
the peer-reviews on site. Another possible hazard will be the investment of voluntary time of
reviewers as on site visits absorb relatively a lot of time. A stepwise time procedure that is clear

defined would be an option to manage this.

A ‘top-down’ and ‘bottom up’ approach

Although cancer institutes should be designated on the previous requirements, it shouldn’t be done
with the idea of recognizing comprehensiveness on the strict requirements or on the total picture
that has to meet comprehensive standards in a perfect way. Being completely comprehensive in all
facets of cancer research and care is for nearly all cancer institutes impossible, in fact more a
utopia. A proper designation system has the possibility fo arrange nuances where
comprehensiveness is recognized in specific cancer areas as well or in institutes that nearly meet the

total picture of comprehensiveness.
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Cancer institutes therefore have to be designated by a mix of a top-down and bottom-up approach:
both are separate strategies of information processing and ordering, but can be used together.
Starting with the basic focus on comprehensiveness the system will break down in designating
cancer institutes on the features in the detailed sub-areas. On the other hand, it is also necessary to
preserve the oversight and to avoid a designation system with to many different types of cancer
institutes. Resembling cancer institutes, with specific comprehensive features on a detailed sub-areq,
will therefore be linked to more general defined categories again but with the notice of their status
on that specific area. For instance, a cancer institute with all necessary comprehensive features in
the field of breast cancer should be designated as such like: ‘Comprehensive Cancer Center, in the
field of Breast-cancer’. In practice this approach can therefore be seen as a mix of a primary
decomposition of cancer institutes into detailed designation in specific cancer areas, followed by a
synthesis of the cancer institutes with their specific features into more general levels again.

In this way a right balance can be found in designating cancer institutes on a general level, but with
still having the possibility to recognize specific features of cancer institutes. This acknowledgement is
important since one of the system’s main purposes is to create a beneficial overview of cancer
institutes as well which are appropriate for research, diagnosis and treatment in specific cancer

areas.

Accent on stimulation

A designation system not only contributes to the overall progress in European cancer care and
research, but provides also great opportunities for individual cancer institutes to improve themselves
by reflecting and comparing each others outcomes. In order to gain their acceptance, the system
must possess a continuous stimulation for cancer institutes to improve. The nature of defined
categories, criteria and review methods should therefore provide incentives for all cancer institutes,
also for institutes which are already performing on the level of excellence, to work on their

infrastructure and performance and to reach a higher level of quality.

5.3.2 STRICT AND FLEXIBLE CATEGORIES

Concerning the previous described challenges in the categorization of cancer institutions, the
categories for designating cancer institutes need to be formulated very deliberate; they have to
make sense for all parties, rest on consensus and cover all major types of cancer institutes in

Europe. This leads to a contradictive conclusion that the categories need to be defined strict and
flexible.

‘Prototype’ approach

A first suitable step in achieving this is by formulating categories on Rosch’s (1978) concept of a
prototype: the exemplary model of required features for a cancer institute in a particular category.
Since literature shows that categories dont have strict defined boundaries, categories in this
designation system should be defined flexible by illustrating the critical ‘familiar’ characteristics of
that particular category rather than on strict detailed features and requirements. Cancer institutes,
which not fulfill every strict required feature but still are capable of delivering substantial
comprehensive cancer services or perform at levels of excellence, are in that way not
underestimated and -valued. Moreover, a struggle on specific details and characteristics can be
avoided and can there be coped with contextual (cross-national) differences.
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5.3.3 SUITABLE SET OF CRITERIA

Second important item in the system-technical features for the designation system is a suitable set of
criteria: they have to be appropriately and well designed in order to produce the desired outcome
that is needed for an effective review. In that respect several features are necessary in order to
overcome the previous mentioned challenges of comparability, complexity, subjectivity and
feasibility.

Mix of ‘closed’, ‘output’ and ‘open’ criteria

In order to avoid complexity and multi-interpretable or even false results, the system primarily needs
a clearly defined and simplified set of criteria. Some of these ‘closed criteria’ can be characterized
as in a set specific minimum amount of capacity in a particular area, for instance the amount of
operation rooms a particular cancer institute should have in order to reach the status of ‘Cancer
Clinic’. Others are broader defined ‘cutting edge’ indications for infrastructural capacity. Criteria
are then based on a cumulative required rate of different infrastructural capacities. For instance,
cancer institutes should have a substantial infrastructural capacity in order to perform basic and/or
translational and clinical research activities and to be able to reach the status of ‘Comprehensive
Cancer Center’. On the other hand ‘output’, and ‘open’ criteria are needed as well to avoid too
much rigidity in the measurements and to provide the ability to review the more complicated
requirements. In order to measure performance and particular the levels of excellence by cancer
institutes it is necessary to have a set of output parameters. Moreover, aspects involving institutional
commitment to cancer research/ care, a sufficient institutional entity as well as more process-related
requirements such as multidisciplinary collaboration and cooperation cannot only be assed on
quantitative numbers but they need qualitative assessment.

A right balance therefore has to be found between absolute/ cumulative (closed) and output criteria
to increase transparency and benchmark possibilities, and open criteria o complete an extensive

assessment of the requirements.

Reasonable

The criteria must be realistic for cancer institutes to meet. Otherwise it will lose its functionality in the
end. A first step in achieving that is to avoid very detailed criteria as much as possible. One of the
respondents made this point in the following words:

I por e for o mminevom coman st of shyodonds L} cotena o ore ot foe defrifen’ ] vou woold fnd

yourzelf ot mrore nskivhes are alle o comply Fx the crfferto wod BF such o sysfem ™.

The reasonability of the criteria can be increased as well if they are deducted from existing and
proper accreditation criteria. Optional therefore is to define the designation criteria in
correspondence with the OECI accreditation and other professional organizations such as the NOCI
and ESMO criteria. An additional idea is to develop criteria that are assessed by experts in the field
which those particular criteria relate to, such as basic research or clinical research or radiotherapy

and surgery.

Stimulating
Furthermore, the designation criteria must have an ‘inviting’ rather than an excluding character and
offer a challenge for cancer institutes to improve themselves. The requirements must therefore be in

a proper range for cancer institutes to reach if significant efforts will be done. Criteria must also
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provide a constant motivation for them fo improve their specific capabilities; the use of out-put
parameters will therefore be most appropriate. Last but not least, the avoidance of very detailed

and irrelevant criteria once again would contribute to the stimulating character of criteria as well.

5.3.4 ROBUST REVIEW SYSTEM

The last important feature for an appropriate designation system is related to the review system. It is
said before that a proper review strategy would exist out of a general questionnaire along with an
essential role for the review procedure on site. Unmentioned so far is the composition of the review
system. General focus in this respect is its robustness: it must be able to endure the challenges on
the authority, objectivity and ambiguity in the review process.

Standards of condudt

To avoid suspicion of conflict of interests or other aspects that contribute to an incorrect review and
subsequent designation decision it is important to consider various standards of conduct. Those
would then be formally agreed by institutes that apply for designation.

First of all the procedures related to the review and designation need to be consequent and uniform
as much as possible. For instance, site-visits need to be performed according to a common
applicable time and task-schedule and cancer institutes need to reapply for an official status after a
certain time-period that is set equally for each cancer institute. Differences in procedures, that might
leave space open for cancer institutes to question the objectivity, are thereby reduced.

If a conflict of interest is suspected, procedures must exist to address this and handle this in a proper
manner. Potential subjectivity can thereby be discovered, taken serious and acted upon. The use of
formal complaint procedures can be seen in this perspective as a perfect form to create ‘checks and
balances’ in the review system.

Review members must also apply to a certain standard of conduct that stresses the importance of
confidentiality. Any breach in confidentiality, for instance in admiting individuals who aren’t
involved in the review process to review results, is an unethical conduct that might have adverse
effects on a reviewer’s reputation or the reputation of their institution. Consequently it might
damage the integrity of the peer review process. Confidentiality in the review process is therefore
important in order to preserve the integrity, and thereby the reliability of the (peer)review system.
Additionally, in order to avoid rigidity and to keep the review system open to improvement there

must be a periodical re-evaluation of the system.

Formal and informal acceptance of review members

For obtaining sufficient authority for review and designation decisions, review members must be
accepted formally and informally. First of all, the execution of review and designation decisions
must be formally supervised and on the responsibility of a cross-national institute. This institution will
then be responsible for a correct and objective review of a cancer institute and will also grant the
official status. As the ‘umbrella organization’ for European cancer institutes, the OECI would be an
appropriate institute in undertaking this task. It is ultimately preferable that the legal supervision and
responsibility for reviewing and granting an official status to cancer institutes will be formally
attributed by the European Commission. Informal legitimacy can be created by the appointment of
well-respected and highly qualified review members. Secondly, it will also be increased if the
composition of review members is based on a well balanced mix of members from the different

areas that preserve the objectivity, expertise and relevant review perspectives. This means that
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patient representatives and governmental administrators are required to be in the review group as

well as scientific and clinical members.

Stability and flexibility of review groups

Finally, the composition of review groups must be partly stable and partly flexible. Review members
must be appointed for a certain duration in order to preserve the robustness of the review group.
On the other hand correct evaluations of particular areas in cancer research and care require
special attention of reviewers that won’t be necessary in review processes in general. OECI
accreditation experiences learn for instance that it would be a very good option to integrate national
representatives on occasion as well, in order to synchronize European and national accreditation
initiatives in a better way. Review members must then be appointed on a temporary basis, but with

the same rights and obligations as the ‘permanent’ ones.

5.4 CONCEPTUAL DESIGN DESIGNATION SYSTEM
Based on the previous described (practical) hazards and challenges, and after suggesting the most
important features, a first draft of the designation system has been developed (see appendix). The

purpose of this draft is to facilitate the discussion on how European cancer instfitutes can be designated
in a correct way. The draft is therefore open for feedback and forms the basis for a first set of pilots in

the near future.
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Port I
Socrat-political context and influences

5.5 INTRODUCTION

Designating European cancer institutes by a proper system-technical design is not enough to get the job
done; there are other, social-political aspects that determine the success of the designation project.

Central in this second part are therefore the answers to the last three sub-questions:

Fo Which mre fhe relevantsfvkeholoees oo boe e Yhey conligurad?

[

Whert wra the dyrrerics vedhin fhe socind podiica! coresd of the desigroiion spsten v vifol cra Y
comsegLencas, i fers of lmilotians and presonditicns 7
o Ve managariol reconiva ndations con e oftersnl?

The results present first of all a description and analysis of the social-political context involving the most
important stakeholders, their positions and managerial relevance in paragraph 5.6. This provides the
basis for analyzing the dynamics and its consequences on the development and implementation of the
designation system in paragraph 5.7. Based on the findings in these both paragraphs, the second part
of the results chapter will finally end with the formulation of managerial recommendations in paragraph
5.8.

5.6 THE ‘DESIGNATION COMMUNITY’

Field research showed a variety of reactions on the intention to designate European cancer institutes.
The effect that these have on the advancements in the designation project is thereby expected to be
different. By identifying who is really involved, and who they are positioned to the designation system
and to each other, it might be possible to say something from a social-political point of view on
expected reactions and the subsequent influence of these. The elaboration of this ‘Designation
community’ has been done by analyzing data from the field research according to the theoretical
concept of stakeholders (see chapter 3); what are the claims or stakes of certain entities, and what is
their position and salience based on the degree of legitimacy, urgency and their (actual or potential)
ability fo influence the system. It has to be said that some are defined individually, but some also as a
selection of individuals or organizations with the same sort of features. The list of stakeholders would
otherwise be too extensive and unclear.

5.6.1 INDIVIDUAL CANCER INSTITUTES

The first important type of stakeholder in the designation community is the individual cancer institute
situated all over Europe. The focus particularly lies on OECI members, as they are the first institutes
that can apply for designation.

Stake

It seems obvious to consider cancer institutes as stakeholders: the designation system affects their
reputation and might have consequences on their financial, social and political position on a
national and European level. For that reason their claim in the designation project primarily seems

to be the concern that the system meets the institutions inferests. It might for instance lead to
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unexpected, negative outcomes but, on the other hand, allows them to reflect on their current
position in terms of their level of comprehensiveness and also their quality of performance.

Position and salience

Because the individual European cancer institutes are the ones to be designated, the designation
system heavily depends on the access to their data. They have, in that respect, a huge potential to
influence to system’s success: it stands or falls with their participation. The experiences with the
OECI accreditation project confirm this as well. The very cooperative and resistant performance by
several institutes during the accreditation pilot for instance had a huge impact on the further
advancements in the accreditation process.

Contrary to what is regulated by most health systems nationally, cancer institutes lack a concrete
legal status in Europe. Formal legitimacy at this supranational level is therefore currently insufficient
for cancer institutes to rely on. In fact, the legitimate status is mainly determined informally by their
level of performance or specialism. A designated status derived from the European designation
system might therefore increase their legitimate standing in both ways. As the development and
implementation of the designation system become more concrete, it will become more urgent for
cancer institutes as well. Future consequences of the system will increase the level of importance
whereas the actuality will rise in case it directly starts to concern their own status.

This expected grow of urgency will increase the value of power and legitimacy for cancer institutes to
preserve their stake. The effort to legitimize and force their preferences into the designation project
will therefore take place more deliberately. For instance, in the use of their own data — by being
cooperative or resistant-, but also by relying on resources -such as a professional, national and
financial status- in which they are dependant of others. Therefore they are considered as strategic
stakeholder with an important salient position.

5.6.2 OECI
As the initiator of the designation project it seems logic to appoint the OECI as a second important

stakeholder as well.

Stake
The OECI’s overall claim is to improve the quality and competitiveness of cancer care and research

all over Europe, for instance by means of designating cancer institutes. The thing at stake in this
respect appears for them to be the successful development and implementation of the designation
system. To achieve that it is not only required to consider the system-technical challenges but also

those in gaining acceptance and commitment of other stakeholders.

Position and salience

Currently the OECI has a relatively little amount of power to enforce European cancer institutes
towards more harmonization of activities in  one way or the other. The power that they have is
largely based on symbolical and normative influences since many European cancer institutes are a
member of this organization. The introduction of a designation system probably changes this
situation significantly when the authority to designate becomes more formalized. On the other hand
regarding their legal status of ‘European Economic Inferest Grouping’ (EEIG) the OECI enjoys
substantial formal legitimacy at the European level. The legitimate position of the OECI will in fact
increase when they are legally appointed by the EU as the organization that safeguards and
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controls the system. Most parties see this as a logical step in the near future. The OECI finally has a
high level of urgency that can be explained in two ways. First of all it argues the importance of
quality improvement in European cancer care and research that is quickly required to cope with the
growing cancer burden. Secondly, in line with the OECI accreditation project, a designation
methodology seems to be an indispensable development. The introduction of a designation system

for European cancer institutes seems therefore to be an important and actual theme for the OECI.

Field research has shown that power and legitimacy are, and will be important attributes for the
OECI in order to get acceptance and commitment amongst other parties involved. As the
designation project can be considered as a follow up of the current process of accreditation, it has
an urgent status for the OECI. This makes them to perform strategically. Approaching other
stakeholders, that possess scarce resources and might reinforce their position are exemplary for

such behavior. As second strategic stakeholder, the OECI has an important salient position as well.

5.6.3 GOVERNMENTAL AGENCIES
Another type of stakeholder are the ‘governmental agencies’, on a supranational level like the

European commission, and those on a national and regional level.

Stake

Their general claim is to guarantee good quality of cancer care and research, preserved by policies
on respectively a national and European level. With respect to the development and implementation
of a European designation system their most important concern is its societal, financial and
legislative contribution. For example, the European Commission has huge interest in a well-
functioning designation system that stimulates collaboration initiatives and allows efficient funding
possibilities. However, in the end these designation activities must have an indirect contribution to
the quality of life and survival of cancer patients in Europe. For national governments this is also the
most important concern as long it doesn’t conflict or damage their national policy; in fact it must
contribute to the national situation.

Position and salience

National and European governmental agencies possess scarce resources to influence other relevant
stakeholders. First of al their legislation for instance offers the OECI the possibility to strengthen its
legitimate position via the aftribution or delegation of authority to designate cancer institutes.
Secondly, their provision of funds increases the budgets and therefore the capabilities of others, for
example the OECI to realize its goals (of creating a financially strong supported designation
system). In this respect stakeholders, especially the OECI, largely depend on these governmental
agencies. As far as the legitimate standings of governmental and legal bodies in the designation
project is concerned, one can be very short about that. They have a preserved legitimate status
based on European and national legislation. This will still be the case when the EU would hand over
formal authority for safeguarding and controlling the designation system. Field research
furthermore sow that governmental agencies acknowledge the importance of new policies for
quality-improvement of cancer care and research in Europe. The position of national and regional
governing agencies on the introduction of this European system depends however to a large extend
on their own local circumstances; for instance in the presence or lack of such a system on a national

level. At the moment the actuality of the designation project seems to be moderate: up to now it is

45



Dresinoting Eurapeon concee inshiutes Tovwrd o professiooo! ool for guoliy Doprovemanl

perceived as an interesting, but still very unknown field of activity which has to be further ‘rooted’
and considered.

Their strong legislative and financial capacity and legitimate standing make organizations like the
EU and national governments important stakeholders. However, in contrast with the previous ones
this is not because of their strategic behavior -regarding the little sense of urgency to defend their
stake- but due to their facilitating role. Financial and legislative resources are difficult to obtain but

for a strategic stakeholder like the OECI essential to have. This explains their salient position in the
stakeholder-field.

5.6.4 PROFESSIONAL ORGANIZATIONS

The fourth type of stakeholder is formed by the ‘European professional organizations’. This group
consists of non-profit organizations, with or without governmental supervision, and with an
organization-form that varies from formalized institutions and collaborative networks to temporary
projects in cancer care and/ or research. Amongst others the most important examples related to
the development and implementation of the designation system are the EORTC, ESSO, ESMO,

‘International Association of Cancer Registries’ (IACR), the Eurocan +plus project and the Stockholm-

group.

Stake
Field research shows the representation of their professional domains and specific competences in

the development and implementation of the designation system as the main concern for
professional European organizations. Since the system will assess and label the appearances of
European cancer institutes all over Europe, it will automatically involve the assessing and labelling
of those specific domains. For the professional organizations in that particular domain it is
important that it takes place according to what that they think is appropriate.

Position and salience

The power of professional organizations is quite big since they occupy a scarce resource with their
specific knowledge in particular areas of cancer care and research. This power will become even
bigger when their input in the development of appropriate criteria, such defining norms and
standards, is significantly going to contribute to the legitimacy and reliability of the system.

European professional organizations put great effort in the coordination, stimulation and
improvement of the quality of cancer care or research in specific domains by education, registration
and audits. Their expert knowledge in these activities gives them, next to their specific professional
knowledge, huge informal legitimate standing. With respect to the level of urgency, field research
illustrated that activities for quality-improvement are a very important and current (actual) theme for
European professional organizations in their own specific domain. However, this is less present in
the purpose to designate the total sum of cancer care and research activities that European cancer
institutes cover. The main argument is because it is not their primary concern or mission. This
actuality probably increases when the system uses information that might be relevant for quality-

improvement in own particular and professional domains.

European professional organizations are important stakeholders because of their power and

(informal) legitimate standing. This is mainly derived from their specific professional knowledge and
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expertise in quality improvement activities. Just like the governmental agencies, the lacking sense of
urgency makes that most professional organizations aren’t using these afttributes strategically.
Nevertheless, their specific knowledge is pretty unique as well, which is crucial for the development
of a proper designation system. Considering this facilitating role they require sufficient managerial
attention.

5.6.5 PATIENTS AND RELATED ORGANIZATIONS

Patients must be recognized as stakeholders as well since they are the consumers of cancer care
and research activities. Their position is mainly represented by European patient organizations such
as ‘Europa Uomo’ (patient-organization for prostate cancer) and ‘Europa Donna’ (patient-

organization for breast cancer).

Stake

The claim of patients and patient organizations is fo assure their interests in the best possible way.
The growing mobility and empowerment of patients in the European Community have made those
interests become more significant. The demand for having an overview of quality outcomes in
research and freatment and where to get the best, adequate treatment are fine examples of this.
Therefore their major concern in the development and implementation of the designation system is
the integration of patient-interests. A risk might for instance be that the assessment and designation
of the individual cancer institutes don’t meet with the view of patients on essential standards and

requirements.

Position and salience

Patient organizations seem to have little power in the representation and protection of these
interests, except for a certain moral appeal. Nevertheless, with the increasing focus on patient-
centeredness the patient’s perspective is becoming more and more a valuable resource in the
organization of cancer care and research. Consequently, it gives patient organizations the ability to
influence policy-making processes such as in the development and implementation of a designation
system. In order to assess and label the quality, the designation system nowadays is dependant on
experiences and preferences from the patient as well. Nevertheless, their ability to influence the
designation system is relatively modest as patient-centeredness so far turns out to be a limited
concern in discussions on the system’s development.

Patient organizations obtain legitimacy on moral and ethical grounds, but mostly formally through
the patient’s rights. According fo national and European legislation every individual has the right to
get good quality of care (e.g. Article 35 of the Charter of Fundamental Rights of the European
Union, 2000). On top of that field research illustrated that patient organizations are constantly busy
with the actuality by verifying what patients find important. However, since patients don’t encounter
the effects of a European designation system directly at the moment, the actuality seems to be on
other issues on the agenda. The urgency of patient organizations to interfere in the development

and implementation of a designation system is therefore quite modest currently.

Patients and related European organizations are relevant stakeholder due to a legitimate status, but
more important, because they can provide input to the system from a patient-perspective point of
view. They are therefore considered to be facilitating and not strategic stakeholders, as at the

moment a real sense of urgency to defend their stake in the designation project is lacking. Although
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field research has shown a relative modest concern for ‘patient-centered input’ at the moment, it will
become increasingly important in the near future. Patients and related organizations therefore need
modest managerial attention, but are nevertheless expected to be vital for the designation of cancer

institutes in the near future.

5.6.6 PROFIT ORGANIZATIONS
The sixth type of stakeholder is considered to be the group of profit organizations. Main examples
are pharmaceutical companies, insurance companies, and other organizations that deliver cancer

care and research technological equipment.

Stake

Profit organizations are concerned with purchasing better possibilities in resource allocation, cost-
containment and efficiency. In that respect a designation system forms the opportunity to reach
these goals as it will create an overview of the capabilities and performances of European cancer
institutes. Profit organizations become actual stakeholders from the moment they decide to support
the designation project financially. Their stake is then based on the extent they think they benefit

from the system in view of their financial input.

Position and salience

Field research makes clear that funding is a scarce resource in the development and
implementation of a designation system. Therefore the financial capacity of profit organizations
offers these organizations the possibility fo participate in the decision-making. Only if they decide to
invest money in the designation project, profit organizations have a significant social reference that
gives them some sort of legitimacy.

Although field research didn’t made it very clear, the possibility to assess potential investments more
cost-efficiently and effective assumingly urges profit organizations to acknowledge the importance of
a designation system. The actuality of the designation system is as yet considered to be limited
among profit organizations: while it has to be said that the designation project is in its first stage,

field research has shown no significant rush to invest in the designation system so far.

Profit organizations, thus, seem to lack a sense of urgency and a concrete legitimate standing. Only
their financial capacity offers them a potential ability fo influence the designation project, since
money is essential to set up a successful designation system. Profit organizations are therefore
considered to be relevant, facilitating stakeholders that require salience, but only as long as

financial input for the designation project is necessary.

5.6.7 SOCIETAL ORGANIZATIONS
The last type of stakeholder consists of the (non-governmental) societal organizations. The most

striking example of such an organization is the ‘International Union against Cancer’ (UICC).

Stake

Societal organizations are stakeholders because they are concerned with the preservation and
improvement of public health in Europe, in this case specifically in cancer. Since they are globally
active in many fields related to cancer it is hard to define their exact stake in the development and

implementation of a European designation system. Most probably it can be defined pretty similar to
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the stake of patient organizations; that the designation system must contribute for the cancer
population all over Europe without significant and unfair variations.

Position and salience

Normally societal organizations won't have the authority to enforce decisions in the development
and implementation of the designation system on legal grounds. Still, they might affect the process
through normative and ethical arguments, financial support or through sharing knowledge. The
UICC for instance appears to have a well respected consultative status. Moreover, their independent
perspective and societal affiliation to improve cancer global provides them a certain, but very small
informal legitimate standing. Although field research hasn't shown significant indications, the level
of urgency for societal organizations to interfere in the designation project is thought to be very
limited. An argument for this is the relative modest experience with designation initiatives. A second
argument is the limited attention for designation on a global, societal level. Designation of cancer
institutes doesn’t directly seem to affect health issues that play an important role in the daily lives of
people. The actuality of societal organizations therefore concentrates on other activities that have or
are expected to have more direct and visible effects for the European health.

Apart from having a globally defined stake in the designation project, societal organizations don't
seem to feel the urge to invest in the project. Neither do they have a significant scarce resource that
might provide them with some sort of influence. Societal organizations are therefore considered to

be latent stakeholders that practically require no managerial salience.

5.6.8 THE STAKEHOLDER CONFIGURATION
The description of stakeholders in the ‘designation community’ along with their position and

managerial salience is visualized in figure 6. This leads to the following conclusions.

Strategic and facilitating stakeholders

Individual cancer institutes and the OECI are playing a central role in the designation project as they
seem to have the most urgent claims and, with their powerful or legitimate status, the direct ability to
affect the system’s development and implementation. They are thereby considered strategic
stakeholders: with the focus first and foremost on maximizing own interest and preserving own
stakes, partly on their own but also by forming allegiances with other stakeholders in the community
they try to strengthen and use their aftributes deliberately (indicated in the figure with the arrows).
The OECI is mostly concerned with a designation system that corresponds with the interest of
European cancer care and research on a supranational level. The individual cancer institutes are
primarily more focused on how this system corresponds with their interest in own local contexts.
Governmental -, professional-, patient-, and profit organizations are important stakeholders as well,
but more from a facilitating point. With limited or no sense of urgency to preserve their stake, they
still have scarce resources to deliver input which is vital for the OECI and individual cancer institutes
to reinforce their positions (see A, B, C, D). So, with regard to the development and implementation
of the designation system the facilitating position of these stakeholders could oppose the OECI and
the cancer institutes further from each other, but bring them closer as well (one could think of
financial or professional input that leads to presumptions of a bias view or at the other hand

increases of the system’s legitimacy).
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Looking at Mitchell’s way of configuring stakeholders, those mentioned here as strategic or
facilitating stakeholders are all considered to be expectant stakeholders as none of them fully
possess all three attributes. Nevertheless, in view of their central position and relative high degree in
two of the atiributes, they can be seen as definitive stakeholders in the ‘designation community’.
Societal organizations, like the UICC, are the last stakeholders in the designation community.
Despite having a significant stake they are considered to be latent stakeholders, since they don’t
have a serious urgency to preserve this stake. Moreover, they don’t have a significant scare resource
that might increase their salience as well. Based on their latent position they are considered to be

irrelevant stakeholders in the designation community and therefore not illustrated in the figure.

Figure 6. Stakeholder configuration in designation of European cancer institutes
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Community rather basis for conflict than harmony

Designating European cancer institutes requires a harmonious setting on supranational level of
those stakeholders who are able to influence the development and implementation of the system.
Given the current fragmented configuration this seems to have some limitations. Although
stakeholders are aware of the dependency on another to serve the common overarching goal of
designation, that is to get European cancer care and research to another level, the will and ability of
preserving own stakes is currently prevailing in the first place. The role of stakeholders on a
supranational level furthermore varies due their local (e.g. national and regional) situation. The way
for cancer institutes to preserve their stake in a European designation system is for example diverse,
due to different social-political factors on a local level. Furthermore many stakeholders represent
different not only the cancer institute, but also the stakes of other professional, non-governmental
organizations since they are an active member of it. Consequently there are many parties with
different perceptions (also within a particular stakeholder group) towards the designation project,
which are difficult to clarify and bring together. When it comes to the concrete development and
implementation of the system at a supranational level, these factors make it very complex.
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Corresponding to what Noordegraaf (2004) stated this complexity leads to an uncertain, reserved
pose among stakeholders on how to deal properly with this designation initiative. Most important
consequence is that it leaves little space over for reaching a ‘negotiated information order’ since the
first concern is to avoid jeopardizing own stakes. The designation community tends therefore to be
rather a ‘parties-community’, fit for conflicts and competition (see paragraph 5.7), than a ‘system-
community’ where stakeholders work on the development and implementation of a designation
system as a socially coherent entity sharing a common motive. The following paragraph will

elaborate the consequences of these conclusions further.

5.7 DYNAMICS AND SOCIAL-POLITICAL EFFECTS

Consensus amongst the mentioned stakeholders and commitment to the designation of European
cancer institutes are essential for achieving the system’s actual purposes. The many positive reactions on
the conceptual design of the system are very promising and valuable in that respect. Field research
however illustrates two major social-political dynamics that might threaten the required consensus and

commitment.

5.7.1 CONFLICTS ON THE SYSTEM’S DESIGN

One of these dynamics is expressed in the discussion on the design of the designation system. At
this moment there is no consensus on the information and resources that are used for defining
categories, criteria, review methods. Hence, there is a fension between the system’s design and two

different logics which often leads to conflicts.

Ratio versus system’s design

First of all, professional and institutional interests appear to be in constant tension with the design of
the system. Stakeholders seem to appreciate proposed suggestions positively or negatively
depending on how the expected outcome of designation rationally will affect their interest, for
instance in terms of social and financial status.

For example numerous cancer institutes appreciate the categories, criteria and review methods
proposed by the OECI from a very calculative point of view, in terms of: ‘Does it reflect our
institution’s capabilities and will it serve our inferests?’. Many are, in that respect, afraid for a system
that distinguishes a smaller group from the rest and will thereby harm the interests of most

institutions:

R this decipoation sysfem ae ouee i fooo siiefien of kg some arecer insfitidee more impodhired #on
affiers. [ wilf incienme fhe feeling of o o e et onn yan ave e L YR Rove o e e far this
Firef F negrittes ol Eerimeimafion’.

In line with this, the designation of cancer institutes might have consequences for the national and
international ‘status quo’. To be more specific, it may affect the general perceptions of which one(s)
is (or are) considered to be the leading national institute(s). Those that aren’t designated as
comprehensive or that on other grounds are ‘submitted’ to other national and regional institutes
consequently seem to fear negative consequences. For instance in terms of recognition, such as one

of the respondents exemplifies:

a1



Dresinoting Eurapeon concee inshiutes Tovwrd o professiooo! ool for guoliy Doprovemanl

‘This concept fof the desspnation spshem] has Bre fendency fo suggrest ihof o comprehansiae cancer cenfer s the oaly
ookt Maf keacs k2 somebting. OF sase Bk &'t ife cese (L) B shoold e formualriec differenly.

Although it hasn’t been mentioned explicitly, possible negative consequences in patient distribution
and funding seem to be feared as well. These rational feared consequences make designation
issues of -who is a ‘Cancer Unit’, Cancer Center, a ‘CCC’, who is not, and on which grounds this is

decided- very delicate. This specific tension is illustrated well in the following quotes:

S Haink ot wa Aove fa be very corer fn zoving whe is ehot?™”

T indarstind why same insHhides are vene fend o prefarriing the infrasfrociosa ragoiremends. _thot's becouse they
den'tionee ke showe their ocfon! guality of perforimance fn that wopt

“f oo integire how Hhese crifery are bedng devalzped. (L we ook of #he closed onfferin for o SO0 we ses ot
porachioic ancalegy i on opfiooe! regqoinemend: thot fs becoces fe fonger cenfers doe’t tove Mot (L) The fonger
centers are dosng thard ot thewr foreoor. (L) Thi ds o stfvafonr of diecrininabicn Deforshang, wors Ho anes that ore
dafining Me ciferc are the same wha hove fo wpple b thase adens, ond brof iz weamg ™.

Appropriateness versus system’s design

The system’s design does not only create tension with the rational thought of stakeholders, but also
with their ‘logic of appropriateness’. Various, opposing perceptions exist in the designation
community of what are considered to be ‘appropriate’ categories, criteria or review methods. In that
respect field research demonstrates many concerns and conflicts on the system’s design.

This initially came to light in the disputes on the chosen standards for including and excluding
cancer institutes. To regard ‘community outreach activities’ or ‘a sufficient physical identifiable entity’
as inherent requirements for being a CCC were for instance differently perceived and discussed.
According to representatives of a few cancer institutes, some criteria and categories also wouldn’t
reflect their own position and identity, or those of others correct. The following citations are
examples of this:

s vl for ma o sov Brod voo ore o ‘Camprahensive Concer Canter’ IF pou enly dewl wifht breost cuncer far
example. [ dan’f dhink Mhat Fis cightf fo speck of o0 ‘Cancar Cantar’, olffraugt atere fhak ditferenthe oo it ()7

4 ‘Comprehensive drest Lod® ar o ‘Bragst Concer Canfar? Woll, yon may sey i iice fhot, et then §aland think
Hrrt per e meally coweding fhe coryrehansiemess e wie are deoling with ™,

e the formaolalion of categeries and croterna so for thera fs mzofficiant afertfior for proper desipnokion of fnefifotas
with more foces ool on fundamenta reseorch, These inshictes fuet imparbont as the cfher argonizefese forms

focpsog an onacer”.

The logic of appropriateness versus the system’s design has also been recognized in the different
expectations of this designation initiative, especially considering the thoughts on the purpose of the
system: whereas some primarily argued for the creation of a core network of comprehensive cancer
cenfers and cenfers of excellence, others thought of creating a quality-improvement tool for all
different types of cancer institutes. These different expectations fed the impression that large cancer
institutes generally were more concerned with setting standards high enough, most probably
enforced by the view to create a platform for centers of excellence. In contrary, the ‘smaller’ cancer
institutes seemed to be more concerned with the feasibility of criteria. This by arguing that the

criteria wouldn’t make sense to them if only a few of these standards will be achievable in practice.
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This impression became stronger by the critical comments of some cancer institutes, saying that the
designation system must be wary of striving for perfection foo much:

“leciee of desipooting Compen conser fosiiftes § halievs we oon say fink e perfac wil! be the enemy of e
ot

Last major example of the discussion on the appropriateness of the system’s design involves a more
administrative concern. At the moment many regard the proposed designation categories, criteria
and review methods as a good first direction. However, it is considered not to be fully appropriate
yet for managing the numerous contextual differences:

M) the effechiveness of desipnoiion an o Eurapecn feved st mof be fhe best IF cofferio cre vsed Mraf contlicf wifh

Aoy DnEi e s I variouE ©ounias

"Conteer problams ave fo be ploced moch mecs ot #e locn! ol 1) Desipnodion by the mandioned anterie o

for will cote morke serse sod work oF vou bfegraie robonal aod reglenal sesfems 01 o beffer wap

This concern has led to various thoughts on how the development and implementation of a
supranational designation system should comply with similar activities on the national or even
regional level: whereas some plead for designation of cancer institutes as a full responsibility for
the national governments, others argue that a European body should be primarily accountable for
this.

While the previous discussions were so far fed by different frames of sense-making concerning
identities, expectations and administrative concerns, the appropriateness of the system seems to be
discussed on historical grounds as well. Different experiences with similar activities like designation
have led to positive but also negative, or at least reserved, attitudes fowards this designation system.
The following comment by a respondent exemplifies the effect of such experiences perfecily, by

illustrating a certain optimism and a sincere concern at the same time:

Falhough the occraditabion adiivitbas are very Infaresiog so for, i hokas o ot oF e and effo T wihile Bta sopportive
pracendithons ko realize concrete molts wre oflen socking 1) My enthosiein for B prefect mosfly dapends on
"

Maximizing and defensive behavior

Both tensions -ratio and logic of appropriateness versus the proposed system’s design- are
frustrating the discussion on which information and resources cancer instfitutes should be
designated. Up till now this process generally involves those cancer institutes which have taken part
in the discussions on the designation project so far, and the OECI as it introduced this initiative and
proposed a first concept of the system.

In the discussions so far they mostly infend to maximize their own interests or preferences. Yet, a
designation system is simply unable to totally fulfill all these interests and preferences. The system’s
design has therefore become a platform where maximizing behaviors seem to reinforce each other:
the more the OECl is striving proactively for a fast introduction a perfect designation system, cancer
institutes become even more opposing and preserved. Consequently, a lot of cancer institutes
primarily seem to act defensively against the proposed designation categories and criteria.

Examples of this defensive behavior were: an excessive attention on the system’s incompetency by
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the focus on little detailed errors, questioning the objectivity of the system’s design by assuming
conflicts of inferests in its development, and referrals to the system’s design which shouldn’t be

evidence-based enough. The following quotes are example of such defensive behavior:

“Tia oevalroers of these crffano ond cofegones ore alss e cnes ko be dasignoded ™.

e whe soes Bof the concer nsfifvdes, wilich ocfuolly Hiiek dhat fhey ore compeehensitaa concer cemtars, ore
Indlesd comprehensie bosad on o set of developed critero [L..) I foch wo don't koow this due fo Hwe many
dasographizal dfferences [L.) Lets st of ol sl with proves fie foct it compre hensfae fs e bast.

This defensive behavior makes it difficult to negotiate effectively towards a common agreed

designation system.

5.7.2 CONTESTED SIGNIFICANCE OF SYSTEM

Another theme that explains the current dynamic processes in the development of a designation
system can be found in the discussion on the significance of the designation system. An important
issue right now is why stakeholders should commit, or have to put effort into this particular system.
In other words, the designation system needs an added value for stakeholders in order to have a
right of existence and a reason for obliging to the system. Respondents of cancer institutes illustrate

this well:

A #le [desspnution fndinteal i o v fo fond o nebeork of comprehensive cancer centers on the basis of prowciog
o coptacity i fpoeve el ey o ey b fomal ifoesfvaciiees, fer e perfect Hinweves, F F i only o mice
picture of designoted concer cenfers (L) of fhe peoject of desypnoticn S5 oo good Beelf Foaall foll os # hos oo rec!

rReLnirg

“Dasignedian will pody work F 3 Drng 2z resawrces ko concer mashifutes b develop copacil ond Smprove gualie’.

In practice the discussion on the system’s added value seems to have major consequences on the
acceptance and commitment to the system. Those who recognize a significant contribution in the
system show a certain degree of compassion and willingness to invest in the system, for instance by
stressing the importance of designation and by forming coalitions in order to reinforce commitment

of others as well. A respondent of a cancer institute confirms this by saying:

“Trve, fhere ore seie mopar piffolls, ot §om condnead of e seeten’s effechiveness [} Ol the pointf i that we
horva fa prove @it

In contrary, others with doubts or a negative perception of the significance of the system are acting

more reservedly or are having preconceived opinions on the designation initiative. For instance:

The problen wifh dasipnobon s thei @ srclodes on eddiBoon! wedeirisinative borden withaof recd, zagpnificant
resawrces Fr inprave goolin,

This so called ‘contested significance’ of the system can be explained by the tension that
stakeholders feel autonomous or dependant towards this designation initiative. Field research shows
that at the moment cancer institutes are primarily driven by the fact that they don’t want to be

dependant on something that hasn't fully convinced them and gained their trust:
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L e fareseen dudes for ve that are offucked fe e desipootion process, don'f seem de ootweiph the posifiee

cansaquerces of fhic manent”

Al

Wl & ey have o oddes volve, bodt e need b krow wilbod we are decling with ) whaf are they doing wifh

o ek

The fear for being dependant is thus related to a high degree of uncertainty about the system’s
significance. Although field research made clear as well that the majority are in favor of such a
system, this same maijority are still very reserved at the same time due to lack of experiences and the
many foreseen practical hazards on the road ahead:

“Fatene hehing e concegzt heorime wie et borve Sepent gowlelines, bef ot e soeme fime Fineve Become vy
fierdiie aver fime ool ek onsed o lof of goestices b memage Hes )i o Goneoe with differencas i regainfion,
furindicfinn ef crfeon ™,

A second reason for fearing dependency to this designation initiative is that the system’s added
value is still very abstract. The real added value still depends on how the system will be developed
and implemented in the future:

The guestion shil lo whol the precies conseguences wall be far my lnebickion v berms of o reol chomce for
InreRng PR G Qulife of cve vemns the Sncnsoe of Atk e popemant™,

Last but not least, the term ‘designation’ often seems to cover the real purpose and added value of
the system for stakeholders. On several occasions the designation initiative has been perceived at
first notice as a way to separate the ‘good ones from the bad’.

According to these types of reactions of stakeholders, it becomes clear that first of all the system has
to realize its intentions and expectations at a more concrete level in order to be convincing enough.
Until that moment, most stakeholders still seem to put the emphasis on preserving a certain

autonomy towards designation.

Limited feeling of commitment

The discussion on the significance of the designation system causes a serious struggle and requires
great managerial effort in getfting stakeholders committed to the designation system The added
value, which at this moment is very uncertain, abstract or even misperceived, has made
stakeholders feel less dependant and made them appreciate their autonomous position towards this
designation initiative much more. Acceptance and commitment towards the system have thereby
become reserved, limited, less urgent and therefore unstable at the moment. Especially the reserved
behavior of cancer institutes is a critical consideration as they are essential stakeholders in the
designation project.

The development and implementation of the designation system will be threatened if the
participation of cancer institutes, due to this kind of strategic behavior, turns out to be marginal.
Acceptance and commitment of cancer institutions all over Europe is especially vital in order to

achieve an effective designation system.
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5.8 SOCIAL-POLITICAL RECOMMENDATIONS

The development and implementation of the designation system stands or falls with a sufficient level of
consensus and commitment among stakeholders, especially of the individual cancer institutes. Important
hereby is to acknowledge that 80% of the cancer institutes with an average status are forming the
critical mass. However, the most important findings in the previous chapter previous two paragraphs
show: a fragmented designation community that seems to invoke conflicts in the development and
implementation of a designation system rather than harmony, and two major social-political dynamics
which threaten the consensus and commitment among stakeholders. Therefore, the following

recommendations should be taken into consideration.

5.8.1 TOWARDS A ‘SATISFYING’ NEGOTIATED INFORMATION ORDER

Although the results make it seem to be an impossible task, it is definitely possible to develop a
system where defined categories, criteria and review methods are accepted by all important
stakeholders. For achieving this ‘negofiated information order’ it is, given the findings essential to
invest in the development of a more harmonized climate in which stakeholders can agree with each
other on sufficient satisfying grounds. A ‘negotiated information order’ that fully covers the interests
of all parties is impossible. Nevertheless certain investments will make it possible to force a
breakthrough in the current ineffective discussions/ negotiations that seem to be dominated by
maximizing and defending behavior.

An important focus is to reduce complexity in the organization of the designation policy and the
subsequent uncertainty for stakeholders in terms of what consequences the developments in the
designation project itirght have for their stakes. A better understanding of each others position and
motive as well as a better synchronization of the European designation project with national and
regional contexts will provide more clarity and possibilities to bring different perceptions together.
An other important point of attention is to use of all available information resources. Research has
shown if less information is available or known and if certainties are bounded, it will lead to more
rational and psychological tensions on the system’s design with maximizing, defending behavior in
the end. The use of professional, legislative, financial and other resources conversely contributes to
assess the system -af its reliability, legitimacy and obijectivity- in the best possible way. In addition,
the individual cancer institutes, which affect the system most directly, must be involved and given the
chance to participate in the development and implementation of the system. By sharing
responsibilities and considering each others resources and proposals seriously, a constructive

development of the system will be stimulated and possible conflicts can be brought to a minimum.

This leads to the following concrete recommendations:

Make use of relevant aspects and experiences of other projects and systems in cancer care and
research similar or linked to that of designation (e.g. OECI accreditation, EUSOMA
certification). It could provide specific examples and learning points for the European
designation system along the way.

Make use of the resources of professional organizations, such as ‘the Stockholm Group’ and the
NCI, and legislative organizations, such as the European Commission and national
governments. The designation methodology could be enriched with their scientific, clinical and

legislative knowledge as well as their financial capacity.
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Synchronize the European system to the regulations and network activities concerning
accreditation and certification on a national and regional level as much as possible. Potential
conflicts in the working- and designation methodologies may be avoided that way.

Lobby at governmental and profit organizations for gaining resources that reinforce authority.
Arrange invited conferences for the different types of cancer institutes in Europe. A periodic
evaluation of the advancements in designation allows them to give recommendations, or at
least creates space for them to share their perceptions, interests and knowledge.

5.8.2 CLARIFICATION AND PROMOTION OF SYSTEMS’ ADDED VALUE

Commitment to the system is very important at this stage, in terms of a certain devotion fo invest
time and effort in the development of the system or by participating in pilots. However, if a real
added value of the designation system is lacking or if it isn’t convincing enough, it will put pressure
on the dependency of stakeholders and subsequently on their commitment to the system.

Results have shown a certain reserved, unstable form of acceptance and even a resistant behavior
amongst many stakeholders towards the initiative of designating European cancer institutes. An
explanation for this can be found in the lack of confidence in the significance of the system. The
system’s added value must therefore be further clarified and promoted. To be more specific, it has
to separate itself in a positive way from other alternatives for stakeholders to improve their stakes
concerning designation. With a special focus on the cancer institutes this means the possibility for
them to improve performance, infrastructural capacity and transparency (and thereby gain financial
incentives, network opportunities, and other sorts of benefits). Designation is therefore not so much
the objective itself, but must be seen far beyond that; as a mean to reach these goals. A respondent

illustrated this well by saying:

o) the lwbed showld not be the Hiog per sé fo gef iz mare smporkent fe kmowe Dow f2 mensote e ourvent
ety storfus covrecthe coma how # proviches pasedhilities Far o poeticehes concer o tiole fu improve™.

It is therefore important to make cancer institutes aware of the fact that designation stands for
enfering a process that in the end involves gefting a certain label, but initially focuses on quality
improvement. The term ‘designation’ maybe doesn’t seem to cover the real purpose and added
value of the system in that respect. It has not the aim to pinpoint who does well and who not, but
rather in providing the abilities for cancer institutes to improve and thereby making advancements
in cancer care and research in the larger supranational picture. This by: establishing
comprehensiveness, benchmark possibilities, bridging the gap between cancer research and
treatment and by stimulating various collaborations (in research funding, between researchers and
clinicians, and between institutes). The more people recognize this as the added value of the system
and accept it as the best alternative, the more legitimate it will be and less space will be available

for resistance. This leads to the following concrete recommendations:

Promote the designation system to cancer institutes as a professional resource for reflection and
improvement of their current status, rather than ‘naming and blaming’ their weak spots or
shortcomings.

Integrate incentives in the system (e.g. self-reflection, grants, recommendations).

Start with pilots on a short-term basis. The effects and added value for cancer institutes will then

be visualized in the best way.
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Charview rasoffs and rocesrrmeandations

To provide a global overview of the major findings and recommendations in the system-technical part

and social-political part, they are put together in the figure 7.

Figure 7. Overview main resulis

stem-technical findings

tem-technical recommendations

General hazards

- Daily complexity of cancer care and research
- Contextual differences atinternational level

General recommended strateqy

Comprehensiveness as frame of reference

Important role for on-site review procedure
Mix of ‘top-down’ & ‘bottom up’ approach
Accent on stimulation

s ifi hall
1. Defining appropriate categories

- Diffuse and contested definitions
- Ambiguous categoral boundaries

2. Formulating corresponding criteria

- Comparative measurement
- Complex requirements
- Feasibility

3. Creating areliable & legitimate review system

- ‘Conflict of interest’
- Ambiguity and diffusion in review procedure
- Authority in review process & designation decisions

Social-political findings

Specific features

Strict and flexible categories

‘Prototype’ approach

Suitable set of criteria

Simplified & clear defined (‘closed’, ‘output’ & ‘open’)
Reasonable
Stimulating

Robust review system

Stability and flexibility of review groups
Standards of conduct
Formal & informal acceptance ofreview members

Social-political recommendations

Stakehold fi i

- Strateaic
(European cancer institutes, OECI)
Facilitating
(Govemmental, Professional, Patient & Profit oraanizations)
Latent
(Societal organizations)

- ‘Parties-community’
(fragmented community that invokes complexity and conflicts
in organizing policy at a supranational level)

Dynamics

1. Conflicts on the system’s design
(rational & social-psychological logics vs. proposed design)

2. Contested significance of system
(autonomy vs. dependency)

Consequences

1. Maximizing & defensive behavior
(ineffective discussions/ negoftiations & process of muddling
through)

2. Limited feeling of commitment
(resistance, preserved pose)

Towards satisfying negotiated information order

- Use classification experiences in cancer care and research
- Use of knowledge of professional, legislative organizations
- Synchronize system to national and regional initiatives

- Involve all typesof European cancer institutes

Clarification and promotion of system’s added value

- Promote system as a professional resource for reflection and
improvement
- Integrate incentives in the system (e.g. selfreflection, grants,

recommendations)

- Start with pilots on a short-term basis
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6 CONCLUSION

The findings in the theoretical and field research make clear that the designation of European cancer
institutes involves more than an abstract classification itself: the translation from theory into practice
bears several system-technical and social-political hazards and challenges. From a system-technical
point of view it mainly concerns the practical applicability of the system, while social-politically the
difficulty is to get sufficient acceptance and commitment among stakeholders to the system, with in
particular the cancer institutes as most important ones. These are mainly caused by the complex
supranational context in which the designation system has to be developed and implemented.

As literature and other examples of classification already indicate, field research indicates that it is
almost impossible to designate cancer institutes in a European on an overarching set of absolute
categories, criteria and review methods. Designations have to respond to the daily complexity of cancer
care and research, that at a European level is influenced by different, local environments. Measurement
and designation therefore becomes less tangible, comparative standards will be more difficult to reach
and the system’s objectivity, legitimacy and reliability will be much more to question. A system in which

all European cancer institutes can be designated is for that reason difficult to develop and implement.

The analysis of the social-political context resulted in important findings for the development and
implementation of a designation system as well. The designation system is introduced in a complex and
highly professional setting where the role of stakeholders due to local and professional background
varies and is interrelated. However, a main distinction can be made in: strategic, facilitating and latent
stakeholders. The individual cancer institutes and the OECI require most managerial salience since they
seem to be involved and able to affect the development and implementation of the designation system
most directly. By acting very deliberate, they try to preserve their stakes most significantly, in the best
possible way. A sufficient degree of managerial salience is also required for governmental,
professional, patient and profit organizations as they all occupy a scarce resource for the OECI and the
individual cancer institutes. Considering that the ‘designation community’ exists of individual parties
which primarily are striving for their own, differing stakes, it wasn’t a big surprise to notice conflicts in
the negotiation on the system’s design. Concrete explanations for this are the different ways in how the
system is perceived from a rational and emotional point of view. The development and implementation,
secondly, has to deal with questions on its significance since not everybody is convinced yet on its added
value. Acceptance and commitment towards the system is therefore currently unstable since an
autonomous position, especially for cancer institutes, towards designation is still prevailing above a
feeling of dependency.

In the context of these conflicts and discussions on the system’s design and significance many of the
individual cancer institutes and the OECI manifest strategic behavior, since this designation initiative
seems to affect their stakes most directly. Both are thereby more focused on maximizing than satisfying
their claims. Whereas the OECI is very proactive in striving for scarce resources to introduce a perfect
designation system as quick as possible, individual cancer institutes are acting more defensively and
reserved towards designation. Both behaviors seem thereby to reinforce each other. With regard to the
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near future these dynamics can form a serious threat for the development and implementation of a
designation system because it frustrates in reaching necessary consensus and commitment.

Looking ahead to the further development and implementation of a European designation system these
system-technical and social-political challenges have to be overcome in order to take advantage of the
system’s actual purposes. An unmanaged divergence between the symbolical purpose of designation
and the practical situation in which a designation system has to be developed and implemented
(meaning a lack of global applicability as well as the required consensus and commitment to the
designation system), will eventually harm to success of this designation initiative. For example, the
designation of ‘Comprehensive Cancer Centers’ won’t make sense or have no functional effect when
categories, criteria or review methods don’t anticipate to the contextual differences, when they aren’t
globally agreed or interpreted the same, or if only a few cancer institutes are participating in the
designation project.

The big managerial challenge for that reason, from a system-technical and social-political point of view,
is to find a balance between the overarching purpose and value of the system versus a ‘satisfying’ basis
to all parties that is applicable to work with and worthy enough to be loyal to. For developing and
implementing a successful European designation system in the near future, the following points are

considered to be essential.

In the categories, criteria as well as the review methods of the designation system a balance has to
be found between the level of abstraction and rigidity -for reaching a sufficient symbolical, effective
purpose of designation on a supranational scale- and the level of specifity and flexibility -for
anticipating to the material side of designating European cancer institutes in daily practice. The
suggested features in paragraph 5.3, which are further outlined in a first draft of the designation
system (see appendix), are in that respect concrete recommendations for managing this balance
and to take maximum advantage of the benefits that designation has to offer.

Invest in the development of a more harmonized climate where stakeholders can agree with each
other on sufficient satisfying grounds. By sharing resources, experiences, responsibilities and putting
effort in understanding each others positions and motives towards designation, a constructive
development of the system will be stimulated and possible conflicts can be brought to a minimum.

Work on commitment among stakeholders, with in particular the cancer institutes, via the
clarification and promotion of the system’s significance. First by disseminating and maintaining the
profound purpose of this designation initiative in a broader context of ideas; namely that it must be
a tool ‘by professionals, for professionals’ to benefit from and thereby helps to improve the quality
of cancer care and research on a European scale. Secondly with the integration of incentives,
especially for cancer institutes, to improve themselves. Third, by concretizing the added value for
stakeholders as quick as possible. The initiation of pilots on a short-term notice and presenting its

beneficial outcomes such as benchmark possibilities and network opportunities are hereby essential.

The last but not least important aspect, that mostly lies beyond managerial control but makes it
nonetheless important to stress, is that the development and implementation of a successful
designation system require a lot of patience, commitment, and the respect of all relevant
stakeholders. Also the OECI must realize that it is impossible to introduce a completely perfect and
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ultimate designation system. Working towards a designation system that serves its purpose
sufficiently is an even big, but realistic challenge for all stakeholders involved. This can be achieved

if everyone handles constructively and stands open for a pragmatic approach. Or, fo use the words

of Bowker and Star:
‘The voly good chusedficobion is o Mang clossifeakion.
Concluding finally, this study has shown that designation of European cancer institutes ultimately comes
down to the quote this thesis started with: designation -as being a form of classification- will only make

sense and thus be successful if it is practically applicable, accepted and committed by those involved in

it.
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7 REFLECTION

Looking back on the last five months of conducting this study, | have to say: ‘so far, so good'.
Theoretical and field research offered important findings and suggestions to take the development and
implementation of a European designation system to a next, more active phase. However, at the same
time those findings have made it very clear that the success of this initiative depends on an extensive
amount of factors varying from legislative, professional and demographical differences to the
consequences of social-political contexts on a local or even regional level. Hence, a profound research
where all those factors can be taken into account requires simply much more time then what stands for

a master study.

A qualitative case-study has been chosen assuming to be the best method for performing an in-depth
analysis on a relative new form of designation. The data that have been gathered from the literature
review, interviews and observations corresponded most of the time with each other and allowed to draw
valid and plausible conclusions. However, the huge amount of cancer institutes and other parties
involved in designation plus practical limitations (such as time and the international setting in which
research has been done), made it impossible to talk with all relevant stakeholders. Results are therefore
mainly based on a relative small but important selection of stakeholders. With regard to the accuracy of
this research one could say that this small research population harms the objectivity: results might tend
to generalizations or subjective findings. To avoid this an option would have been to gather data by
using questionnaires. They probably would have brought the earlier mentioned practical limitations fo a
minimum and made the research population more extensive. Then again, it would have been far more
difficult to identify social-political patterns, discussions and relationships. Moreover, the interview plan
has been send to stakeholders on several occasions using it as a sort of questionnaire, but most of the
time without any reply. Given the range of possibilities to gather data | therefore believe that my data
collection was the maximum within reach.

There is one other important aspect that probably influenced the accuracy of the study as well. Given
circumstances much time has been invested in the development of two documents which were closely
connected to this study: (1) the conceptual draft of the OECI designation system and (2) the policy
proposal ‘desiginadizn wf excellance in Suropaan concer coie and rezaach’. On the one hand | consider
the documentis as inherent activities in the development and implementation of a designation system
and a perfect format for discussing the system-technical and social-political aspects of designation.
Then again, the work on these documents took a lot of time and effort. Looking back it probably might
have been better to invest more time in the collection of data (to increase the validity of the results)
rather than keep fine-tuning the two conceptual documents as such.

Reflecting finally on my personal experiences, | must say that initial expectations came through in the
end: it was a very interesting and most of all learnfull study. Most of all, it gave me more insight in
many aspects that are involved when it comes to the organization of such health-policies on an
infernational scale. At the same fime, it made me realize as well that it is hard to stick to main findings
and translating them into concrete recommendations. This | will take with me in future research

activities.
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B. GENERAL USED INTERVIEW PLAN

Interview plan

‘Doveloping and imolamariing o designation systam for concer instivtes i Europa’

SETTING

Plore:

Infanviewar s

Recpondants):

PURPOSE INTERVIEW

To obtain insight in the perceptions of main stakeholders on the designation of European cancer
institutes, in order to gain relevant information for the development of a draft designation system
for European cancer institutes.

QUESTIONS

Sociol-pofitical aspectz srstam

+  What is your opinion on the intention fo designate European cancer institutes?

+ |s designation of European cancer institutes an important and actual theme for you and your
organization at the moment, and why is or isn‘t that?

=  What do you see as the positive and negative aspects of such a system (added value, pitfalls, pre-
conditions et cetera) 7

= What kind of dynamics could occur when the consequences of the system are conflicting with the
self-presumed status/identity or the interest of institutes 7

= Do institutes have alternatives than conforming to this proposed designation system
+ Do you agree on the use of comprehensiveness as a frame for designation?

+  What would you advise to increase the chance of acceptance of a designation system by cancer
institutes or other relevant stakeholders?

A0
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Cotegorizatian of cancer imsitdas

= Should the categories be stricter or relatively open defined 7

= Should the focus be mostly on infrastructural (input) requirements, on performance (output)

s Are there contextual differences that have to be taken into account in the European categorisation of
cancer institutes, and how can be dealt with that?

Critsric

* |sita proper strategy (from closed, open and output criteria)?2 Other suggestions ¥

+ How can we avoid bureaucracy and complexity ?

=  How can we improve benchmark possibilities 7

= What do you think of the combination of accreditation criteria with the designation criteria #

Hereiey syster

+  What do you think of the selection of review board members2 Other suggestions?
¢+ How can possible conflict of inferests being dealt with in the review system 7

+ How can legitimacy in review and designation decisions be assured?

*+  What are the experiences of the cancer institute with reviewing/ accreditation/ designation/
certification so far?

Chveroll

= Are there other aspects that could contribute to the robustness, transparency and legitimacy of the
designation system?

s What are your expectations on European designation of cancer in the future; what might be relevant
poinis of attention (challenges) in the development and implementation of the system that were

unspoken so far?

+ Do you have interesting references (literature, persons) ?
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C. CONCEPTUAL DESIGN DESIGNATION SYSTEM

A system for designation of institutes in European cancer care and
research

By: W.H. van Harten, G. Hesselink, 2008

;2



Desigpnobng Evrapeon concer mshiutes

TABLE OF CONTENT

1 INTRODUCTION
2 CATEGORIZATION OF CANCER INSTITUTES

2.1 Cancer Unit
2.2 Cancer Center
2.3 Comprehensive Cancer Center (CCC)

2.4 Centers of excellence
3 CRITERIA FORMAT

3.1 Closed criteria
3.2 Open criteria
3.3 Output criteria

4 REVIEW SYSTEM

4.1 Overview peer review
4.2 Composition of review groups
4.3 Standards of conduct

5 POSSIBLE MODIFICATIONS IN REVIEW AND DESIGNATION
5.1 Initial and conditional designation
5.2 Validity of designated status
5.3 Review of Cancer Research Centers

6 FUTURE STEPS

7 APPENDIX

Tovwrd o professiooo! ool for guoliy Doprovemanl

A4



Dresinoting Eurapeon concee inshiutes Tovwrd o professiooo! ool for guoliy Doprovemanl

1. INTRODUCTION

Although substantial progress has been made, European cancer research- and care institutions are
facing an increasing number of cancer cases due to an increasing incidence as a result of an aging
population and a higher prevalence due to longer survival (OECI, 2008). The increasing cancer burden
and the growing complexity in cancer freatment and research, make it necessary fo take extra measures
in order to guarantee optimal cooperation between cancer treatment specialists and the cancer

researchers. The OECI appear a suitable forum to take here the lead.

In comparison with the United States and some countries in Asia, the European expenses on cancer
research are considered to be relatively modest (Sullivan, 2005). Although the current quality of cancer
research and care in Europe is adequate, considerable improvements are possible and it is thus a
collective challenge to bring both research and care to a higher level. This is needed, both from a
public health as an economic point of view and will require initiatives at a supranational, European

level.

In view of the need to bring European cancer research and cancer care as a whole to a higher and
infernationally more competitive level, the quality of and collaboration between oncologic institutes has
to be improved. For the necessary benchmarking in order to monitor performance and progress,
guidelines and criteria for reviewing these institutes need to be developed, in particular focusing on the
level of comprehensiveness. The OECI has taken the initiative to define these guidelines and criteria by

the development and implementation of a designation system for European cancer institutes

This document results from (and partly parallels with) a study on ‘the challenges and critical features for
developing and implementing a designation system for European cancer institutes’, that will take place
in the first half of 2008. It aims to contribute to the development of widely agreed categories, criteria
and a review methodology for the designation of cancer institutes, especially on the (relative) level of
comprehensiveness and excellence.

As the accreditation system is entering its pilot phase and is foreseen to be officially launched in the fall
of 2008, the next phase of designation has been given a high priority by the OECI board and the
steering group on accreditation. This document parallels the interests of the Eurocan+Plus group as well
since it describes a proposal for the development of a system to Designate CCC’s and CRC’s of

Excellence.
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2. CATEGORIZATION OF CANCER INSTITUTES

In various European couniries a range of definitions on comprehensive cancer care and -research
already exist. However, since these definitions were primarily utilized to differentiate between institutions
at the national level, they often differ from each other or can be differently interpreted; on European
level the challenge is to describe and agree on definitions of a set of categories that can be used for all

cancer institutions at the European scale.

In the OECI designation system ‘Cancer Units’, ‘Cancer Centers’, ‘Cancer Research Centers’,
‘Comprehensive Cancer Centers’ and ‘Centers of excellence’ will be the general categories on which
cancer institutes will be designated (see appendix: ‘working definitions’).

2.1 Cancer Unit

The first category is the ‘Cancer Unit’. Cancer Units are defined as clinical facility or hospital
departments covering at least radiotherapy and medical or surgical oncology. Additionally they have a
formalized collaboration with other hospital specialties.

2.2 Cancer Center

The category of ‘Cancer Centers’ can be dived into 2 different specific types. Initially all ‘Cancer
Centers’ share the feature that the infrastructure and activities of the institution are organized in a
sufficiently identifiable entity. The difference lays in the provision of care or research.

2.2.1 Clinical Cancer Center

The ‘Clinical Cancer Center’ is characterized by the clinical capacity covering a sufficient degree of
all medical, surgical and radiotherapeutical services and occasionally a limited degree of clinical
research.

Optional here would be specifying ‘Clinical Cancer Centers’ on the variety and competence of
their clinical capacity by adding the subcategory of ‘Cancer Centsr af refarencs’ Such a center
where the infrastructure for a total provision of cancer care is integrated allows a recognition of
centers who are most appropriate as a first referral for new patients diagnosed with cancer as they
are covering all clinical oncologic services. At the moment a clear definition for a ‘Cancer Center
of reference’ doesn't exist; once it is well-defined it will be tried to integrate it into the system.

2.2.2 Cancer Research Center
The second type of cancer center, the ‘Cancer Research Center’, is characterized by the capacity in
cancer research focusing on one or more areas in the field of fundamental and translational

oncology.

il
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2.3 Comprehensive Cancer Center (CCC)

The category of the ‘Comprehensive Cancer Center’ (CCC) is probably the hardest category to define
as many different interpretations on a CCC already exist. Based on available information and many
definitions on the concept of a CCC, the following features are considered to be essential for this

particular category:

a highly innovative character and multidisciplinary approach using the potential of basic,
translational and clinical research and clinical facilities and activities, organized in a sufficiently
identifiable entity

= a direct provision of an extensive variety of cancer care tailored to the individual patient’s needs and
directed towards learning and improving the professional, organizational and relational quality of
care

= broad activities in the area of prevention, education, and external dissemination of knowledge and

innovation.

In order to accentuate the differences with other cancer institutes, a CCC separates itself in the following

points:

the high level of infrastructure, expertise and innovation in the field of oncologic research

maintenance of an extensive network including all aspects of oncologic freatment and research.

As for cancer institutes it is nearly impossible to be fully comprehensive in all cancer areas, it would be
optional to categorize CCC’s additionally more specific on the cancer areas in which they perform

comprehensive (e.g. breast, prostate, lung etc.)

2.4 Centers of excellence

“Centers of excellence” finally are identifiable as the institutions with a proven performance at a high
level in particular fields of either: cancer research (CRC ex), cancer care (Clinical CC ex) or an
integrated combination of both (CCC ex).
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3. CRITERIA FORMAT
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The major aim for designating European care and research is to develop a robust system of sustainable

criteria that will make designation of European cancer institutes possible and will stimulate cancer

institutes to improve their performance in order to reach a higher qualification.

In that respect, cancer centers should both be designated on the level of (relative) comprehensiveness

and the quality of performance in cancer research and clinical treatment. As excellence is a designation

that primarily will be determined by performance, it seems logical to use the OECI accreditation system

as a basis to identify the degree of comprehensiveness.

The criteria format is therefore a combined set of closed criteria for both care and research, output-,

and open criteria.

3.1 Closed criteria

First of all, the purpose of the closed criteria is to determine whether the cancer centre is indeed

comprehensive. They act as minimum (infra)structural requirements on the relative level of the different

defined categories.

Based on absolute norms or by a cumulative required rate these criteria have to be met in order to

obtain the qualification of a particular category.

CLOSED/INPUT CRITERIA

NORM

Comprehensive
Cancer Center

NORM

Cancer Center

NORM

Cancer Unit

Substantial infrastructure focused on
cancer research

Minimum scores or present (v)

= Infrastructures for basic research:

- Celf Bielogy. differentiction,
call cysie

- Malscular bialegy. sigral
transduchan, call dsots,
CGpEEios s

- Brachsmisivy

- fmmunoiogy

- maging

- Malecular patharegy

- Maolecular ovtology

- Fanelics

- TuMmoLn mocre smwranmant
and stostasas,
aNFIogENess

- Fanelics

- Minimum of 2

- Minimum of ...

- not applicable
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- Corgenstics
- Bucture Biology
- Gram celf Biolagy

- Cher suggastions. ..

+ Infrastructures for other (translational)
research:

- Phormacology, merabolsm

- Dhagnostic research

- Eaidemiclogy

- Brastotiziics

- Roreening for new anfrcancer
g

- Animol facditiasd oninmal
ﬂ?Gd’EI‘E

- Bromics [INA, BNA, proteins)

- Eraiatormedtics

- Ohiviear triads, early clinfeal
triciis icfuding Biofogronl
qusstons

- Ef‘ﬂbﬂl’?ks FIJl" f‘Ll'.'??‘IJ'Jl".. I—l‘I:p‘l—nl'u‘?‘l":ll|I
tzsias £ el

- Veligatian of Blarmearkars

- Anthody predudhan

- Patient dota regisnias

- Qualiy of ifs assezsmant

- Chher suggestens. ..

- Minimum of 7

- Minimum of ...

- not applicable

Substantial infrastructure focused on

cancer care

Minimum scores or present (v)

= Oncology specialties:
- Burgical

- Madicof
- Radotherapeotionl

- Pediatric

- Obligatory
- Obligatory
- Obligatory

- Optional

- Obligatory
- Obligatory
- Obligatory

- Optional

- Obligatory without
Medical oncology

- Obligatory without
Surgical oncology

- Obligatory

- Optional

+  Multidisciplinary coordination &
collaboration by multidisciplinary
oncology feams

- obligatory cf.
criteria established
by OECI

- obligatory cf.
criteria established
by OECI

- not applicable

= Sufficient amount of clinical facilities
focused on cancer care:

- Prevanive senvics

- Srraemmg high ek
pafents gensfic advics

- Cperating rooms [spacfic ta
ancaogy)

- N bads

- Minimum of 4

A
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- Radietharapy unifs fincledmg
accalsretors & eobol? wnit

- Radielogy wnit finduding <T-
scarnars, srammagrapiy &
facilities for MR

- Nudgar madicing unit
frrctuding Pat-scan, CT-Fat &
Racronuclaatids facilitias)

- FPothalegy [oralegy &
hrstopathelagy)

- Aramatzfogy wi?

- Pharmaocy-chamatheraoy vt

- Poromadicc! unit

- Pspoho-sooiad unit

- Polliative cora taarm

- hupporive cars

- Minimum of 4

- Full range of
diagnostics

- Minimum of ... - Minimum of ...

Substantial human resource capacity

Minimum scores or present (v)

= Total number of employees dedicated
to cancer care/year

= Total number of employees fully
dedicated to cancer research/year

- 100 fte's specialists
- 200 fte's nursing

- ... research groups
- ... fte’s basic

- ... fte’s translational

- ... fte’s clinical

- ... fte’s nursing

- ... fte’s specialists | - not applicable

- ... fte’s clinical - not applicable

Substantial financial capacity

Minimum scores or present (v)

¢  Annual income/ expenditure for
cancer care

= Annual income/ expenditure for
cancer research

- 60 mio * 's/year

- 30 mio * ‘s/year

- ... mio *'g/year

- ... mio *'g/year

mio *'®/year

mio *'®/year

Substantial amount of activities focused
on education

Minimum scores or present (v)

+ Basic education programs (to be
defined)

+  Specialist education programs (idem)

= Research education programs (idem)

= Scientific meetings/ Seminar program
(idem)

*+  Other suggestions...

- Minimum of ...

- Minimum of ... - Minimum of ... /-
not applicable

Referral to other criteria

3

Open & Output
Criteria

2

Open Ciriteria

Open criteria

A
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3.2 Open criteria

Additionally to the set of closed criteria, open input will be available for the institutions to emphasize
activities, facilities or information that might be relevant for gaining a certain qualification.

Open criteriac make it possible to assess the more complex organizational and administrative
requirements, that are hard to measure by a normative approach. Central elements of this
organizational and administrative requirements are adequate interdisciplinary and multidisciplinary
collaboration and coordination of cancer treatment and -research processes as well as the extend to
which cancer institutes recognize and meet prior commitments to the focus on cancer, provide sufficient
resources to the assurance of organizational stability and reach full potential and commitment for

gaining a certain qualification.

b
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1. Cancer Unit
* Clarify the collaboration with other hospital specialties in a maximum of two pages.

* Place here comments to emphasize activities, facilities or other information that might be
relevant for gaining the qualification of a Cancer Unit.

2. Cancer Center

* Demonstrate in a maximum of three pages the following organizational and administrative
requirements in order to gain the qualification of a Cancer Center:

fterdizcnafinary onag fransdizcminagry collaboraiion & coordination:
- Level of effective transdisciplinary collaborations among the multiple disciplines in
cancer care and clinical research.
- Extend to which activities among clinical research and treatment programs have
added value to cancer related scientific activities.

Instituirznal antity
- Dedicated budget on cancer care and sufficient autonomy
- Research and hospital staff under one administrative / institutional entity

* Place here comments to emphasize activities, facilities or other information that might be
relevant for gaining the qualification of a cancer center.

3. Comprehensive Cancer Center

* Demonstrate in a maximum of five pages the following organizational and administrative
requirements in order to gain the qualification of a Comprehensive Cancer Center:

Interdiscnalinany gnd transdizdplinerr collateration & coordmation:
- Level of effective transdisciplinary and translational collaborations among laboratory,
clinical and population cancer center members.
- Extend to which activities between and among research and treatment programs have
added value to cancer related scientific activities.
- Actively taking part in international research cooperation.

fastitutional commitmanr:

- Formal codification of organizational status of a CCC in institutional policy and
structure (authorities of the director over centres resources, control of space and
permanent access of facilities, assurance of occupation positions, budget and funds,
reporting structures, distribution of responsibilities)

- Clear defined scientific focus on cancer care in the organizations’ vision and mission

Wualifad boord manbers:
- High scientific and administrative qualifications
- Experience related to centers’ objectives and activities
- Formal and informal authority

fnstituirznal antity
- Dedicated budget and sufficient autonomy
- Research and hospital staff under one administrative / institutional entity

* Place here comments to emphasize activities, facilities or other information that might be
relevant for gaining the qualification of a comprehensive cancer center.

a1
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Secondly, a set of output criteria will be used to measure the quality of clinical and scientific

performance. This will be measure according to a set of norms that act as standards for excellence.

Applying output criteria will allow cancer institutes to focus on the improvement of policy and activities.

OUTPUT CRITERIA

PARAMETERS

PERFORMANCE
STANDARD

Quantitative performance

Minimum scores

*+  Clinical production (medical,
surgical & radiotherapeutical)

- Overall number of new cancer
registered patients/year

- pm Further specification of
patient numbers and treatments
needed?

- 1000 medical
- 1000 surgical
- 1500 radiotherapeutical

+  Scientific production
(fundamental, translational &
clinical research)

- Number of active clinical trials
(phase I, 11, 1l & IV)
(proportion)

- Number of scientific
Publications/ year

- 30 fundamental
- 15 translational

- 300 fundamental
- 300 translational

- 200 clinical
- Number of publications in high - 10 or more
impact journals
- Volume of research project?
Qualitative performance

¢ Scientific performance - Impact factor (cumulative & high | - ... fundamental
(fundamental, translational & score) of peer reviewed articles - ... ftranslational

clinical research) - ... clinical

- Citation index

- Membership of a number of
formal international research
cooperation networks/
framework program EU

by
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¢ Elinical performance - Percentage of patients included | - ... surgical oncology

in trials (phase |, 11, Il & V) - ... medical oncology
Should be a criteria, but is - ... radiotherapeutical
difficult to indicate at the oncology
moment, and therefore to be
developed...

- Process or outcome related

criteria 777

* Educational performance - Invited lectures (scientific & -7

other) of senior staff/year
- Number of educational courses

- Number of PhD students/year -50

- Number of PhD theses/year -15

- Number of University 7 -10
professors

g
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4. REVIEW SYSTEM

Thiz secian will intreduca the review methadolegy and halps to uaderstand the rationale of tae review
procsss for designoting Surepsan cancer institutes. It vall respsctively provide oq averview of the

campatents of the review system, defines the compostion review teams and the reles of various review

team members, describaz standards of conduct to ke followed and oot ines detan 5 of the review cnc
cesignotion process,

Aspects of the here proseted review motericl wers originally adopted Ferm -he WS Army Breast
Cancer Fssearch Pragram (1597, the MO cansumers’ guide to peer review (2006] and the Euzoma

breast cancar cerhficatior program 120081,

4.1 Overview of peer review

The review syztem sxistz out of o peer review consisting tea sequenta evels of review mancoatec oy
statute.

The first jimhal] level o review, will ba perfarmed by a4 ‘Designation Beview Tear' (DRT) whose
primary “unst<n s te review and evaluate the applicatior resuls and scores of cancer institutes on the
designatior oriteria, “he muain responsibiliies of the CRT are: serving os the carporete memery for
reviews, ansuring unifarm -reatment aorass review opcles, assigning the preornty score for the applicotion
and farmulating a recemmendchan for designetion ta -he ‘Desigrotien beard'.

The secend leval of review is performed by the formal appasinted 'Designation board'. Wit their final
reconsideroricn on the review results it 13 the respons bility of this heoard to decide on the desigratizn

stotus of ecch applicant concer 1ns-ituta,

Figure 1. Review system overview

Rreomsideration nf revieas &
lewrurumenid 3tin wp il disag esnenl

recameeniathm —> | Jesignackan

ILdesianatoen board|

Imilfal oo vavies [ur
Aesignarivm

v

e

Chestizaniaine | | Sl vinily
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4.2 Composition of review groups

The composition of the DRT and the designation board, on both review levels, is based on the purpose
of having an objective, precise and acknowledged review system. The following will describe the type
review members of both groups and their responsibilities in the review process.

4.2.1 Designation Review Team (DRT)

Members of a DRT are selected to review applications by matching expertise with the given topic
areas of the application under review. Because of the complex, diverse and multidisciplinary
nature of cancer care and research, the selection of members in a DRT is partly fluid. Members
may be appointed as standing committee members with overlapping terms of up to 4 years, or as
‘temporary’ members with all the rights and obligations of committee membership. Consultants in
specific relevant domains may also be invited to serve as special experts or ad hoc members to
provide information or advice. Furthermore members must be from countries outside of the

applicant cancer institute.
The team can be divided into voting and nonvoting members. Voting members of the team include:

Chairperson/ visit coordinator
Scientists
Consumers

Consultants (optional)

In order to fulfill the administrative and programmatic responsibilities, the following members are

considered for completing the review feam as nonvoting members:

Scientific Review Administrator

Govemmental observers

Qualifications and responsibilities of the various review members are described in detail below.

Seiantific Revisw Administrotor [SKA)

The SRA is a scientist whose function, as a government employee, is to serve as the overall or
site visit administrator. The SRA selects the Chairperson and the members, administers the
meeting, records application scores and oversees the summary statement of the DRT to the
designation board.

Choirraoin visit coordinotor

The chairperson of a DRT is a highly qualified senior scientist and successful reviewer who
offer extensive scientific leadership and cancer research/ireatment evaluation experience as
peer review panellists. The chairperson has broad expertise in relevant scientific or clinical
area depending on the type of application, and is responsible for the formal meeting
proceedings. During the review meeting, the chairman may also serve as a reviewer,
coordinates and leads the team process and is responsible for ensuring that the application

receives a fair and competent review.

b i)
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Scrantistss Clinicions
Scientific/ clinical members are selected on the basis of their expertise and achievement in
relevant scientific or clinical areas. The DRT contains a mix of junior, mid-level, and senior

scientists to provide a balance of established and emerging scientific and clinical perspectives.

Consumers

Consumer stand in this respect for either cancer survivors, relatives of cancer patients, or the
ones that are active in cancer advocacy organizations. They are selected on the basis of
involvement in cancer (advocacy) experience; the ability fo communicate and advocate well
and their ability to think ‘globally’ beyond one’s personal experience. As they have first-hand
experience consumers contribute significantly in the review process by representing the patient

and public perspective in addition to the evaluations of scientists and clinicians.

Govarmmanial observers

As national systems of oncologic care provision can differ considerably it can be considered to
add a representative of the relevant national governing body as an observer to the DRT.

4.2.2 Designation board/ commission

The designation board is selected on a mix of experts in the field of cancer research and care,
mostly outside of Europe, and well-respected directors of well-known cancer institutes in the US.
This to ensure a review and actual designation that is unbiased and based on high expertise. The
appointment of the board members must take place in consultation with relevant stakeholders in

European oncology.

4.3 Standards of conduct

The primary goal of the peer review process is to provide an unbiased, independent expert review on
the set requirements for cancer institutions in order to consider and facilitate the designation decision by
the designation board in the best way.

All participants in the review process must therefore adhere to several standards of conduct to ensure
that the credibility of the review process and its review members is not compromised. The following
discussion points are intended to outline each participant’s responsibility in preserving the integrity of

the peer review process.

4.3.1 Conflict of interest in peer review

An indisputable requirement of all members in the review process is the avoidance of conflicts of
inferest and/ or the appearance of conflict. Conflicts of inferest exist when a review member or
close associate can be viewed as being in a position to gain or lose personally, professionally, or
financially from an application under consideration.

If a concern arises within the review team, the member must notify the Scientific review
administrator (SRA). If it is determined by the SRA that a conflict of interest indeed exists, the

member must excuse himself/ herself from the duration of proceedings for the given application
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and refrain from voting on that application. It cannot be overemphasized that reviewers themselves
bear the responsibility to be vigilant in avoiding actual or apparent conflicts of inferest.
As for concerns of conflict of interest by the applicant cancer institutes a formal complaint

procedure should be developed in the near future where they can address their concern.

4.3.2 Confidentiality in peer review

To provide the assurance fo applicant cancer institutes that their identity, their applications, and the
associated reviews are held in confidence, the applications, review materials and meeting
proceedings are for the use of reviewers and the designation board only. All review members have
to sign a confidentiality agreement. Any breach of confidentiality is considered as unethical. Such
unethical conduct has adverse effects on a reviewer’s reputation or the reputation of their
institution and undermines the integrity of the peer review process.

4.3.3 Peer review procedure
A firstindication of the procedural steps of the peer review is the following.

Pra-review adiiflies
The designation process is activated on request from the cancer institute; the information on
the procedure and the application form will be available on a website yet to be determined.

Qussfionneire

In response fo the application of the cancer institute, the first step in the review process starts
with a standard questionnaire that consists a set of criteria based on the general
considerations for comprehensiveness. Throughout the questionnaire the requirements for

designation of cancer institutes will primary be assessed by the cancer institutes themselves.

Sife wisis

After the questionnaire is self-assessed by applicant cancer institutes and once the results are
known by the DRT, a side visit will be held by the DRT on location. The purpose of these site
visits is fo meet members of the cancer institute in all relevant specialties, talking through the
replies given on the questionnaires, clarify unclear issues and gather additional information
for use by the DRT in their final evaluations. The information may relate to the suitability of
infrastructures for the required work proposed or other aspects that due to complexity, depth
or nature of activities require more concrete evaluation.

Depending on the size and scope of the application and the information to be gathered, the
side visit review team can consist of varying from 5 to 15 scientific/ clinical experts, including
a few permanent DRT members and one consumer. These meetings range from 1 to 3 days.
Although the details for these visits and including meetings may vary somewhat for each per
review member and each application may differ a bit, the general procedure has to be
consequent and uniform. Each visit is therefore carried out according to this general
procedure. The concrete indication of the procedures, planning, et cetera should be

developed in the near future.
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Fincl evaluotion

Once the results of the questionnaire are known and the site visits are being held, the DRT
members will finish their individual reports and draw them up in a ‘preliminary review report’
format. This preliminary report will be sent to all DRT members for their approval and the
applicant cancer institute, which may be asked to answer additional questions or to give
further clarifications.

The final evaluation of the DRT will take place during a special review meeting. In this
meeting, that must be physically taking place, the final evaluation will get shape in the form of
a ‘summary statement’, and can be seen as an official record of the review. This summary
statement subsequently involves a designation recommendation to the designation board. The
recommendation of the DRT has to be unanimously agreed upon. During this final evaluation
the DRT has to take the following responsibilities into account:

* ensuring equitable and uniform used review standards and treatment for all applications
* ensuring compliance with the review criteria

* ensuring that the site visit team appropriately dealt with the review criteria

* looking and taking the overall application merit in perspective

* correcting any deviation by site visit feams from review criteria or uniform treatment.

Based on the summary statement and the subsequent designation recommendation from the
DRT the designation board will overlook and reconsider the results of the review cycle in order
to come to an appropriate designation status for the applicant cancer institute.

4.3.4 Designation procedure
The members of the designation board have to approve or disagree with the DRT recommendation
within 28 days. If the designation board fails to reach unanimity then the decision has to be taken

by a majority vote: if more than 25% of the board are against the decision then it will be denied.
Once the designation board has reached the agreement on the designation status of the applicant
cancer institute the final designation report will be prepared and sent to the cancer institute and

the members of the DRT informing on the designation status and the results of the review process.

If a cancer institute wishes to appeal against an adverse decision then a formal complaint

procedure should exist where they can address their concern to.
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5. POSSIBLE MODIFICATIONS IN REVIEW & DESIGNATION

There must always be room for changes in the review and designation process when arguments
significantly show the benefits of it. However, as a safeguard for the robustness of the system, changes
must be reduced to a minimum. Nevertheless, since this is a first concept of the review system, it will
especially be open for modification during its introduction period. The most important issues at this

moment are the following.

5.1 Initial and conditional designation

Considering the huge and rapid changes in cancer care and research it might be preferable to make
use of a prospective view on designating cancer institutes. This can be done by introducing a
preliminary (initial) status for cancer institutes, if necessary, before granting a conditional designation
status.

5.2 Validity of designated status

At the moment the validity of the designated status for cancer institutes is another point of discussion.
The question is when re-evaluation is appropriate with regard to the stimulation of continuous
improvement and the legitimacy of the designated status since a lot can change in a few years.

5.3 Review of Cancer Research Centers

It is a question whether the designation of Cancer Research Centers on excellence should be performed
by the same organization. As an accreditation and designation infrastructure will be developed by OECI
anyway, it seems logical to include the CRC's in this system; however for CRC's review and site visit

teams will have to be selected on appropriate knowledge and authority.
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6. FUTURE STEPS

On the long term the plan is to fully integrate designation as a quality-improvement tool for European

cancer institutes. This implies a pragmatic introduction of designation activities in the near future.

The OECI proposes to perform a first designation exercise by initiating a first round of pilots that is
based on the already performed self-assessments and accreditation pilots. A further proposal for the
development and implementation of the designation system will be made based on the results of these
pilots.

With respect to the designation of ‘excellence’ the OECI considers the professional expertise of the
Stockholm Group as a fundamental resource that should be used extensively. The OECI requests
therefore the Stockholm Group to further elaborate this domain of designation.

The future developments in designation by the OECI and the Stockholm Group, that will be running

parallel to each other, allows a beneficial situation on both sides.
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7. APPENDIX

Working definitions categories of cancer institutes

Comear Linif

"A clinical facility or hospital department covering at least radiotherapy and medical or surgical

oncology, and that has a formalized collaboration with other hospital specialties’’.

Chnical Concar Cordar®

"A clinical facility or hospital covering a sufficient degree of all medical, surgical and radiotherapy

services and clinical research fo a limited extend together organized in a sufficiently identifiable entity’’.

CCI'."ICEI' EESECI'FCI‘T CEIT#E"'

""A research organization focusing on one or more areas in the field of fundamental and translational

oncology — related research’”.

» - i v

A combination of a cancer hospital facility covering and integrating the full range of cancer
prevention/screening, medical-, surgical- and radiotherapeutical oncology and (fundamental),
translational, (and clinical) cancer research activities as well as substantial activities in the field of

innovation and education, organized in a sufficiently identifiable entity”’.

Comprehenarye Cancar Ceitter (OO0 af Brcellance

""A Comprehensive Cancer Center that has proven to perform on levels of excellence on the full range
of medical, surgical and radiotherapeutical oncology and of (fundamental) translational (and clinical)

cancer research and of innovation and education’’.

1 - ¥ If
A Cancer Research Center that has proven to perform on levels of excellence in most of its research
fields"’.

* Optional: Cancer Center of Reference
* *Optional: CCC in a specific cancer area (e.g. breast, prostate, lung efc.)
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Working definitions ‘comprehensive cancer research areas’

Fundamental (hasic! cancer rassarch

""Laboratory research activities that lays the foundation of other types of cancer research by the basic

study on how cancer cells work’” .

T '
1 FCI'.".‘E'IE'Iln'D.".‘CI'.'I coacar FEEE'I:h"Cl'IT

""Research activities that translate scientific discoveries from basic cancer research into potential
practical applications for clinical cancer research and therefore bridges the gap between fundamental

research and research with patients”.

C.'I.'I."I.'ICCI'.'I COTES” ."EEE‘E‘:"Cl'.T

"Research activities that involve cancer patients by the appliance of clinical trials in which medical,
surgical or radiotherapeutical procedures are being tested, aiming to develop more effective treatments

for cancer”’.
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