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Chapter I 

Introduction 
 
 

I.1. Introduction 
 
During the last decades science and technology breakthroughs have often been the 
direct cause for heated societal controversy. One only has to think of nuclear energy, 
environmental pollution linked to chemistry, and biotechnology, to see a time-line of 
societal opposition towards science and technology that spans the seventies of the last 
century to the present. Fairly or unfairly – considering the many benefits science and 
technology have generated for society – science & technology (S&T) and its 
practitioners have come under fire and hence under societal scrutiny. In many ways 
policy makers, policy analysts and stakeholders (albeit each in different ways) have 
tried to change this predicament of S&T, with thus far only limited success. As such, 
the science and society relationship has been a blossoming area for both policy makers 
and policy analysts: many policy instruments to influence this relationship have been 
developed and analysed. Beside the 'classic' approach of legislation, instruments such 
as TA (technology assessment), public debates and ethics committees have been used. 
 
But when one wants to develop or evaluate policy 'solutions' that seek to improve the 
relationship between science and society – including the policy instruments that are 
deployed as means to achieve the solution – it is also paramount to have a clear and 
correct understanding of the 'roots' of the problem. Why is it that S&T are sometimes 
met with such hostility by society? Is this a blanket aversion to science and 
technology? Or is it conditional on its consequences and the ethical acceptability of 
those consequences? Or, even, is it conditional on its (perceived) lack of proper 
societal regulation and control?  Insights from STS and sociology of science on the 
science-society relationship have demonstrated that both ethical values and the way 
technology and researchers are regulated by government are essential for how the 
public frames and judges a particular scientific or technological development. For 
example, as early as a decade ago research into public opinion towards biotechnology 
(the so called `Eurobarometer` surveys) identified that acceptance of exposure to risks 
depends on whether an application is considered useful and morally acceptable. 
Moreover, moral concern can act as a veto regardless of perceptions of risk and use 
(Durant et al. 1998). Such findings obviously boosted the interest of policy makers 
and stakeholders in the `ethical acceptability of science` (Paula 2001). It is important 
to note here that what the public frames as an `ethical` issue does not always coincide 
with what scientists, policy makers or even professional ethicists would call an 
`ethical` issue. Risk itself for example, can be framed as an ethical issue by the public, 
whereas it is usually framed as a `scientific` issue by scientists and policy makers.  

In addition, and in part as a consequence of such differences in framing the 
issues at stake, the way in which scientists and technology are being regulated by 
governments (policy makers and politicians) has also become a source of contention. 
Research in this field, usually referred to in scholarly literature with the label 
`governance of science`, has demonstrated that whether these governments themselves 
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can be held accountable by the public and take account of the public’s interests and 
expressed preferences, is also a key determinant in how the public evaluates scientific 
and technological developments (Wynne 2007; Stirling 2005). 
 
 
I.2. The subject of this thesis 
 
Recognising the key importance of both governance and ethics in framing the reaction 
of the public to science and technology, This thesis will deal with the analysis of 
`science and society` policy, looking into the policy instruments that are used in this 
policy area. It will focus specifically on ethical controversies surrounding the life 
sciences – as these controversies have proven to be telling examples of the changing 
relations between science and society. It will illustrate the way public policies have 
responded to such controversies over time. The thesis will look in detail at a concrete 
example of a national ethics committee as an instrument for dealing with `public 
ethical views and concerns` about S&T in a formal, institutionalised way. It will then 
put this example into an international perspective, and then compare its relative merits 
to Technology Assessment (TA), public debates and the 'classical' approach of 
regulation as alternative instruments for accomplishing policy goals. 
 
At the end of this introductory chapter, we will return to the structure of this thesis. 
First however, a general introduction and context will be given that highlights the 
complexity of the relationship between science and society, and furthermore defines 
ethics for the purpose of this thesis.  
 
 
I.3. The relationship between science and society over time 
 
In order to understand the problems science or technology policy currently encounters, 
an analysis of the underpinnings of the past and current relationship between science 
and society is needed. One has to go back to the 17th century to find the roots of the 
modern assumptions underpinning this relation. Until that time, truthful explanation 
for the ways of the world was supposed to be derived from biblical scriptures, and, 
where needed, complemented with the writings of ancient Greek philosophers like 
Aristotle. Findings that conflicted with this official, Christian ’philosophy’ had been 
mounting, but had not seriously challenged the conception of the bible as the source 
and the Church as the institution of the ‘truth’. Slowly but surely however, a new 
philosophy about nature was emerging that was not based on the authority of ancient 
writings, but on empirical experience and experiments. Francis Bacon, an eminent 
proponent of this new philosophy, also proposed its societal purpose. Launching the 
adagio ‘knowledge is power’, he argued that the ambition of this new philosophy, 
which would later be dubbed ‘science’, should be to achieve power and dominion over 
the universe (Bacon 1620). Galileo Galilei was the quintessential exponent of this new 
approach. Based on his own observations and experimental findings, using a 
rudimentary telescope as a scientific instrument for observation, he spoke out in 
favour of the Copernican theory that the earth orbits the sun. For this, he was found 
guilty of heresy by the Church, which upheld the Ptolemaic view that the sun orbited 
the earth, the latter being the centre of the universe. Scientific enquiry, like that of 
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Galileo, was then still little more than the intellectual hobby of the elite. Conflicts thus 
primarily played out between individuals like Galileo and the institution church, rather 
than between an organised community of scientists and society at large.  

As the body of knowledge developed by science grew, so did its status and 
popularity as a complementary, or even alternative ‘mechanical’ explanation of the 
ways of the world. In England and in France, this soon led to the founding of scientific 
societies (in 1662 and 1666 respectively) where science practitioners could meet to 
exchange and discuss new findings (see e.g. Merton 1970). This popularity, however, 
came at a price. Since science became an institution in society, apparently able to 
provide an attractive ‘competitive’ alternative to biblical explanations, it de facto 
challenged the authority of the Church. Not only the Church felt threatened, however. 
Mindful of the ‘knowledge is power’ adagio, secular authorities also feared the rivalry 
of science. As a consequence, a first ‘social contract’ between science and society 
(represented by the elite of clergy and nobility) was born. Scientists were allowed to 
practise their new, rational way of thinking in their institutions, as long as they did not 
interfere with religion and politics. Scientists thus were supposed to focus on 
discovering factual, useful knowledge but stay away from commenting on morals or 
societal dynamics. Thus, the dichotomy between facts and values in science, already 
proposed much earlier on methodological grounds by philosopher and mathematician 
Descartes, eventually took hold for reasons of self-preservation. These reasons, both 
internal and external to science, would define the boundaries and characteristics of 
science for more than a century. Within the constraints of this contract, however, 
science prospered and enjoyed unprecedented autonomy in society. This autonomy 
also meant that within its own context, science had the freedom to police its own 
institutions and practitioners, setting standards for both practises and people.  
 
What had been a pasture time of elite hobbyists thus turned into a profession by the 
18th century. In the later 18th century, the professional nature of science expressed 
itself via the proliferation of science into several distinct disciplines, like physics, 
chemistry and biology, each administered by their own ‘faculties’ within the 
university. Robustly embedded in its own societal niche, science and its institutions 
would continue to prosper and sub-specialise well into the 20th century.  
 
The later half of the 20th century however brought a number of social developments 
that increasingly strained science’s contract with society. Science lost its innocence 
forever during the second world war, when scientists joined the war effort and used 
science to develop new, and more deadly technological artefacts than the world had 
ever seen before. The employment and impact of the nuclear bomb showed 
dramatically how science had become tied to questions of power and domination. 
Furthermore, it showed that science had become a primary driver for new 
technologies, whereas before science and technology (or ‘applied science’) had lived 
their lives much more separately. Having proved its unprecedented power, a new type 
of organisation for science emerged, not practised as ‘small’ science in universities, 
but as ‘big science’ in the ‘research and development’ departments of private 
industries. Although this type of organisation first emerged during wartime and 
although military applications would continue to be an important area, ‘big science’ 
would soon also become a model for creating economic power. As such, big science 
continued to grow in importance in the decades following the second world war, tied 
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closely to either government or industry. Science had become a matter of national 
security, both militarily and economically.  

The dramatic events at the end of the second world war also marked the 
beginning of increasing awareness and concern about the downside of the power that 
comes with instrumental use of science. First, especially amongst physicists these 
concerns took hold in scientist organizations such as the Pugwash movement and the 
Union of Concerned Scientists. In the 1960s however, science more generally came 
under siege, with the birth of the environmental movement, symbolised by Rachel 
Carsons’ book ‘Silent Spring’ (Carson 1962). This book jump-started the exposure of 
the ‘other’ major scientific discipline, chemistry, as the culprit of widespread 
environmental degradation. It also lead to awareness through all the different scientific 
disciplines about professional responsibility and it also triggered new fields of 
research such as environmental chemistry, environmental biology and environmental 
science as a separate (inter)discipline. Especially during this episode, concerns about 
the broader societal implications triggered reactions not only inside, but also outside 
scientific community: governments enacted environmental legislation and many grass-
root environmental organizations were founded at the time.  
 
 
I.4. Technology Assessment 
 
It was in this context that policy makers started to feel the need to anticipate the direct 
consequences and further implications (‘secondary’ consequences) of new 
technologies. They were looking for tools that could assist them in predicting and 
forecasting the developments in science and technology. The idea behind such an 
‘early warning’ function was that governments could establish policies that were best 
placed to reap the (economic) benefits from technology developments and at the same 
time prevent its adverse side-effects. This sort of activity would become known under 
the name of Technology Assessment (TA). The term Technology Assessment is said to 
have surfaced first in a conversation between aviation pioneer Charles Lindberg and 
US member of Congress Emilio Daddario in 1965. Congressman Daddario was also 
the driving force behind the first parliamentary TA institute, which was opened in the 
USA in 1972. In that year, US Congress set up the Office for Technology Assessment 
(OTA) to support  members of Congress on science and technology policy. Other 
countries like the UK and The Netherlands would soon follow suit. These TA 
institutes initially focussed on ‘objective’, scientific analysis that sought to pro-
actively identify the ‘effects’ of a technology. This approach is clearly summarised in 
the well known definition of TA by Coates (Coates 1975): 
 

“Technology Assessment is the systematic identification, analysis and 
evaluation of the potential secondary consequences (whether beneficial or 
detrimental) of technology in terms of its impacts on social, cultural, political 
and environmental systems and processes. Technology Assessment is intended 
to provide a neutral, factual input to decision making.” (Coates,1975) 
 

However, in the years that followed it proved too difficult to reliably, ‘neutrally’ 
predict developments in S&T, let alone its secondary societal ramifications. Examples 
abound of exiting new technologies that did not become a societal success, or in a 
very different way then anticipated by the experts (such as magnetic monorails as 
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public transport, biotech crops, lasers, etc.) and of developments that were deemed 
irrelevant by technology gurus but did substantially influenced our way of living (the 
rise of the internet was for example not foreseen by Microsoft’s CEO Bill Gates). 
Also, the detrimental effects of a technology most often are discovered when the 
technology has matured and has become an integral part of a society’s way of living. 
At that time, however, it has become very hard to change course. Policy scientist 
David Collingridge termed this the ‘dilemma of control’ (Collingridge, 1980). 
Furthermore, it became evident that TA, surrounded by all kinds of uncertainties and 
ignorance with regard to impacts, could not provide ‘neutral’, objective information 
(Smits & Leyten, 1991).i   
 
From the ‘other’ side, society has become increasingly aware of the magnitude of the 
influence, good and bad, of science on society. The fact that in the last decades 
concerns over what is the ‘bad’ have rested more prominently in the collective mind 
than faith in the ‘good’ has been described in various scholarly sociological accounts. 
One of the most prominent of these is that of the ‘risk society’, an account described 
by the sociologists Ulrich Beck (Beck, 1992) and, later, elaborated upon by Anthony 
Giddens. It describes how modern society is exposed to a new, large scale type of risk 
that is the result of the modernization process itself, namely risks caused by human 
activity – modern industrial practices in particular. This new type of risk is 
'manufactured' and therefore different from 'external' risks like naturally occurring 
disasters (Giddens, 1999). Since modern society is increasingly preoccupied with the 
future and with safety, it is also preoccupied with the notion of risk, and with 
manufactured risks in particular. A collateral consequence of adverse manifestations 
of the risk society, such as the man made disaster Chernobyl, is that public trust in 
industry, government and experts, as well as in the modernisation process itself, has 
significantly declined (Giddens 1990).  The challenges of the risk society thus give 
rise to the need for 'reflexive modernisation', where society and government aim to 
pro-actively reduce levels of risk in a systemic way via policy concepts such as 
sustainability and the precautionary principle. 
 
Such reflections on the role and impact of science in itself are connected to more 
general societal developments such as democratization, secularization and 
individualization. These general trends have lead to more popular support for, and 
recognition of, the conviction that one’s (purpose and goals in) life is and should be 
open to individual negotiation (Giddens, 1998). In the political context such 
reflections gave rise to popular demands, as well as to scholarly critique, that citizens 
should also have more direct influence on societal and political decision-making 
(Jasanoff 2003). Thus societal demands, made by Non Governmental Organisations 
(NGOs) and citizens generally, for more ‘external’ regulation of science, had to be 
translated into policy by governments,  who were mindful of the slowly concretizing 

                                                 
i This problem also occurred, although for a long time without recognition of it, in scientific advisory 
committees that more narrowly focused on the safety of new technologies. Especially in the eighties, 
with rapid developments in biotechnology, national scientific advisory committees on biosafety were set 
up in all industrialized countries, to deal with potential adverse impacts of genetically modified 
organisms on human health and the environment. These committees soon found themselves at the center 
of societal debate about the desirability of taking risks associated with biotechnology applications. 
During the eighties and nineties these committees and their commissioning governments were however 
not willing to include ‘normative considerations’ into their assessments. 
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new ‘good governance’ ideals of accountability and transparency. Therefore, policy 
makers were tasked to `institutionalise` public views in science policy, i.e. formally 
take account of public views in science policy. This has however been a slow process. 
Self-regulation of science by scientists still was the norm for a long time after World 
War II, and only gradually broken up. Initially still via experts, ‘scientific’ TA 
activities, but in the nineties finally the time was ripe for new, more normative and 
participatory forms of TA. Smits, Leyten, and Den Hertog (1995) distinguish 
awareness TA, strategic TA, and constructive TA. Grin and van der Graaf (1994) 
emphasize interactive TA, a more symmetrical version of what used to be called 
participatory TA. This family of approaches is characterized by its commitment to 
what we see as an overall TA philosophy: to reduce the human costs of trial and error 
learning in society's handling of new technologies, and to do so by anticipating 
potential impacts and feeding these insights back into decision making, and into 
actors' strategies. These instruments have also been given other names sometimes, 
such as citizen’s panels and consensus conferences (as forms of participatory 
technology assessment).ii All contemporary, participatory forms of TA focus on 
dialogue and engagement, and this vocabulary has also found its way into policy 
circles. For example, A report issued by the British House of Lords Select Committee 
on Science and Technology in February 2000 speaks of a ‘new mood for dialogue’:  
 

“Today’s public expects not merely to know what is going on, but to be 
consulted; science is beginning to see the wisdom of this, and to move ‘out of the 
laboratory and into the community’ [..] to engage in dialogue aimed at mutual 
understanding.”(House of Lords 2000) 

 
The Select Committee’s report lists several modes of public consultation on science and 
technology among which focus groups, standing consultative panels, citizens’ juries, 
consensus conferences, stakeholder dialogues and internet dialogues. 
 
Such ‘instruments’ are often used by authorities or companies in the hope of gaining 
greater public acceptance of new technological developments that may appear 
controversial. However, there is always the possibility that in the end the majority of the 
public will remain unconvinced and reject the new technology. Even if such a verdict is 
not the final word in a formal-juridical sense, it may still be a robust outcome that 
legitimate decision-makers cannot easily disregard. One of the first consensus 
conferences, held in Denmark and organised by the Danish Board of Technology (DBT), 
was on the subject of irradiated food. Its outcome was that the public would not accept 
irradiation of food and the Danish Parliament decided to act on that judgement. 
                                                 
ii In parallel, the historical trend in the philosophy of science towards a more sociological approach, led 
by Thomas Kuhn’s ‘on nature of scientific revolutions’, eventually lead to a new discipline, sociology 
of science, where science itself is studied as a social, cultural expression. This discipline demonstrated 
that science was not so objective and value free as historically presented by scientists themselves; hence 
the claim to privileged knowledge about ‘the truth’ became questionable. Furthermore, when 
sociology of science further developed into several disciplines of scholarly inquiry, now often grouped 
together under the generic name 'STS' (science and technology studies) a more sophisticated view on 
scientific developments developed. Science was no longer viewed as an autonomous process that 
followed its inherent logic of discovering the 'facts' and the 'truth', but as a process that is, to a certain 
extent, socially constructed and therefore can be socially influenced, or at least mediated (Schot &  Rip 
1997). This also further enhanced the call for the involvement of stakeholders and citizens in science 
policy. 
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Denmark also held a consensus conference on gene technology in industry and 
agriculture, which led the Danish government to withhold funding from animal gene 
technology research.iii These examples show that such consensus conferences, far from 
being inconsequential, can have a real impact.   
 
Box 1: Modern form of TA 
 
A second school of thought in Technology Assessment emerging in the eighties became 
known as Constructive Technology Assessment (cTA). CTA focused more on presenting 
different possible ‘technology’ avenues for the future (forecasting), while concomitantly 
aiming to timely involve the wider public in decision making about these new avenues. The 
underpinning philosophy of this position was the observation that producers and users of 
technologies often have very different assumptions about the desired shape and use of a 
technology. Stimulating interaction between these two groups will improve mutual alignment 
and thus decrease the likelihood of negative societal consequences. Another notable 
difference is that CTA does not separate technological development, as a more or less 
autonomous development, from side-effects that subsequently have to be anticipated and 
mediated. Instead, it considers technological development holistically and as a social process, 
where choices are continuously made about shape and use of a technology. Thus, CTA 
focuses more on the internal dynamics of technological developments rather than on the 
external ‘governance’ of these developments. CTA does consider governance aspects, but 
more via considering a third type of actor next to users and producers, that influences 
regulation and thus also co-shapes a technology. This third type of actor consists of 
governments, pressure groups, unions, etc. With its focus on interaction, CTA stimulated the 
development of more qualitative and participatory TA instruments that involved experts, 
stakeholders and, to a lesser extent, ordinary citizens. Although the instruments of CTA can 
differ, they all (should) share three quality criteria: anticipation, reflexivity and learning 
(Schot & Rip, 1997). 
Taking a broader perspective than classical TA, CTA attempts to anticipate potential 
effects of technological development, which development is seen as a dynamic, multi-
actor, ‘co-production’ process. This process, in which the actors involved already are 
making their own assessments, is modulated by timely creating links and feedback 
loops between user and producers. This enhances the ability of producers to anticipate 
user needs and social effects. These can then be incorporated in the design of the 
technology, thus improving the chance it will be accepted in the end by society. 
Reflexivity is also needed; both in terms of actors and ‘process’.  Participants in a 
CTA project need to be reflexive about their own frames of reference in order to 
prevent falling into a naive and false technology-society dichotomy. Furthermore, the 
organisers of a CTA project should ensure that they reflect on the different roles of all 
actors involved in particular technological development, and that all these (roles of) 
actors are discussed in the project. Finally, learning must occur; both broad and deep. 
Broad learning entails an exploration of possible new linkages in shaping of a 
technology. Deep learning indicates that both first-order learning (improving one’s 
working towards given goals) and second-order learning (reflecting on the desirability 
of the goals themselves) should occur.  
 
In the nineties variants of CTA were developed, mainly know under the general heading 
Participatory TA (PTA). PTA stands for a variety of methodologies / instruments that aim to 

                                                 
iii More information on the Danish experience with public consultation on science and technology can 
be found in Appendix 4 of the House of Lords Select Commitee's Third Report, op. cit. 
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ensure better stakeholder and public participation in TA exercises. These were developed by 
a variety of scholars, notably in Denmark and the Netherlands.  PTA follows the same basic 
assumptions that underpin CTA and also shares its critique of classical TA. PTA however 
puts more emphasis on participation and also puts emphasis more explicitly on broader 
societal embedding of technologies. It aims to broaden the scope of analysis a bit further 
beyond direct users, producers and regulators, and captures the perspective of society as a 
whole. The methodologies developed have become accepted if not popular tools in the TA 
repertoire: citizens' juries, consensus conferences, focus groups, Delphi studies, etc. As 
transcends from the examples given, the level of participation in different PTA 
methodologies differs quite substantially. In some PTAs only direct stakeholders are 
involved, in others also, or even exclusively, ‘ordinary’ citizens are involved. Not only in 
‘who’ participates but also in ‘how’ they participate the methodologies differ. In some they 
are only sources of information to the PTA researcher, in others they contribute to the 
analysis too.  
 
A concrete example of a branch in the PTA tree that is very high on participation is 
Interactive TA (ITA). ITA mainly originated from the Netherlands, where it was developed 
by Grin, Van de Graaf & Hoppe (1997). It seeks to explicate the notions underpinning the 
assessments of stakeholders, in order to focus the debate not so much on the differences in 
the concrete (confliction) solutions that stakeholders propose, but rather on finding overlap in 
the different notions (world views) the different stakeholders argue from. The premise is that 
by focussing on underpinning notions, a new synthesis can be constructed, acceptable for all 
stakeholders. 
 
The most notable feature of ITA can be found in its methodology. When one looks at CTA, 
and even at other forms of PTA, the assessment is still designed and carried out exclusively 
by the CTA expert. In ITA however, design, agenda and outcome of the (I)TA exercise are 
co-produced by the ITA researcher and the stakeholders involved in the exercise. This is 
accomplished via conducting several interactive rounds of interviews with participants. The 
ITA researcher here has the role of facilitating deliberations and joint problem solving among 
an invited group of (indirect) stakeholders.  
 
The different emphasis on participation between CTA on the one hand and PTA and ITA on 
the other, can partially be explained by looking at their respective roots, which are slightly 
different. CTA evolved mainly from within the field of TA and focuses on the dynamics of 
science and technology. PTA and ITA however also have been influenced by policy science 
and focus on the democratisation of public policy decision-making. Thus, CTA on the one 
hand justifies participation on the epistemic premise that it improves the internal dynamics of 
technology development and thus leads to better knowledge and outcome. PTA/ITA on the 
other hand argue that participation serves an (external) purpose in itself, namely to guarantee 
the democratic right of citizens to influence public decision making on technological 
developments. In PTA/ITA the justification is based on a political philosophy about 
participatory democracy. 

  
Again, as in the evolution of transdisciplinarity, one can identify a shift in TA from modern, 
positivist belief in objectivity towards post-modern, constructive belief in (inter)subjectivity. 
This is not to say that the ‘classical’ effect-focused TA no longer exists. The two types co-
exist, with the classical type of TA still being routinely used in the form of cost-benefit 
(economic) analysis, environmental impact assessment and life-cycle analysis. The difference 
with earlier use of such TA is that focus and ambition are often more limited. Furthermore, 
one can recognise the internal/external purpose debate in different arguments for 
participation in CTA on the one hand, and PTA/ITA on the other.  
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I.5. Ethical issues in science leading to Ethics Committees 
 
As one the most important technological developments of the latter part of the past 
century, biotechnology was initially a matter of self regulation by scientists. Scientists 
have to be credited here, however, for taking a pro-active stance towards self-
regulation and societal consequences. In 1975 a leading researcher in the field of 
biochemistry at the time, Paul Berg, warned his colleagues in an open letter in Science 
about the possible dangers of `recombining` DNA of organisms, which had become 
possible due to new techniques such as ‘gene splicing’ (developed by Berg himself) 
and which represented the advent of modern biotechnology (Berg et al. 1974).  In the 
letter he proposed a voluntary moratorium on certain types of experiments and the 
development of strict guidelines for others. This led, amongst others, to the famous 
Asilomar Conference in 1975 that discussed safety guidelines for this new technology 
(Berg et al. 1975a, 1975b). As follow up to the conference, the US National Institutes 
of Health (NIH) published strict guidelines in 1976. In most industrialized countries 
national scientific advisory committees on biosafety were soon set up to deal with 
potential adverse impacts of genetically modified organisms on human health and the 
environment. It did not take long, however, before these committees found themselves 
at the centre of societal debate about the desirability of taking risks associated with 
biotechnology applications. In parallel to the general trend described above, also in 
relation to biotechnology, the demand for the integration of normative questions – and 
the recognition that safety itself is a value-laden concept – increased.  

During the eighties and nineties, these biosafety committees and their 
commissioning governments were however still not willing to include explicit 
normative considerations in their assessments – if the assessments were concerned 
with non-medical applications such as plant biotechnology for food applications (see 
e.g. Jelsma 1999).   
 
However, in a parallel development in biotechnology, the US National Institutes of 
Health established the Office of Human Genome Research in 1988 with as its primary 
objective to sequence the entire human genome (the Humane Genome project). Soon, 
popular media referred to this scientific endeavour as ‘cracking the code of life’ or 
‘reading the book of life’. Realising the project’s enormous impact on society, the 
project’s director James Watson declared that about 5% of the whole budget would be 
devoted to studies on the ethical, legal and social implications of the project (McCain 
2002).This is now seen by many as the start of the so-called ‘elsification’ of science; 
the viewpoint that every major research project should be accompanied by research on 
its ethical, legal and social implications (ELSI, often also referred to as ELSA, where 
the A stands for aspects). This viewpoint nowadays has become mainstream, with 
many ELSI programmes existing on national and international (EC) level.iv 
 
Not only via ELSI research programmes would ethics become more salient to science 
however. Biomedical applications of biotechnology already in the 1980s were 
discussed by yet another kind of expert advisory committee that had become part of 

                                                 
iv For example in the Netherlands the Netherlands Research Council and the National Genomics 
Initiative have substantially funded ELSA initiatives, amongst which a specific ELSA programme on 
genomics and a national Centre for Society and Genomics. In the UK, the Economic and Social 
Research Council has funded several ELSA research centres on genomics.  
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the tool-box of governments; the (bio)ethics advisory committee. Such committees 
then became common, as an instrument to advise governments on thorny bioethical 
issues such as IVF, abortion and euthanasia. 

Up to the 1990s, governments, if they did act explicitly on ethical issues, set 
up bioethics committees consisting of experts, often with a large contingent of 
scientists and complemented with lawyers and ethicists, that were given the explicit 
remit to address ethical issues. This was a solution that leaned on the model 
instrument of ‘TA expert committee’.  

These ethics committees (just like TA committees) were set up primarily to 
advise governments on (case) decision-making about ethical issues in science and 
technology. Explicitly including ethical issues in decision-making itself however does 
not address the issue of public involvement. For that to happen, these committees 
would have to include substantial lay membership, or at least guaranteed substantial 
consideration to citizens’ views, values and interests related to the topics under 
consideration. 

Mounting public and political pressure in Europe in the 1990s to 
biotechnology, especially when biotechnology food products were expected to appear 
in supermarkets, finally made the need for a more inclusive, societal discussion and 
decision making on the (ethical) desirability of at least certain aspects of 
biotechnology unavoidable.v In various countries in Europe public debates and public 
opinion studies were commissioned by governments, and new national ethics 
committees were installed. 

In practise however, many stakeholders have been disappointed with the level 
of openness and public participation in the working practises of ethics committees 
(Schomberg,1998). The aforementioned desire for autonomy of the scientific 
community, still strongly represented at the table via scientists’ membership in the 
expert ethics committees, can partially explain for this limited public participation 
(with relevance to public participation instruments in general). But also governments 
have resisted handing over completely the driving seat in setting the S&T agenda and 
the boundaries of the ‘license to research & develop’ (e.g. Jasanoff 2005). Especially 
in times of economic hardship, governments have stressed the importance of S&T for 
creating jobs and wealthvi, and voiced their concerns about unfounded emotions taking 
over the role of ‘sound science’ as the basis for policy decisions.  Furthermore, in 
western societies governments and their policies are expected not to take sides with 
regard to private choices of individuals and the good life. Governments thus have to 
mediate between the competing claims of scientists regarding the prerogative of 
scientific expertise versus the demands of the public for ‘ethics assessment’ and 
participation. 

It seems that precisely in response to this mounting dilemma, but not 
necessarily consciously, governments in the last decade have frequently opted for 
installing a `national ethics committee` (NEC). These NECs were populated with 
experts, but were also given a public role. This has proved to be a ‘politically safe’ 
means for governments to deal with the competing claims for influence from science 
and stakeholders. Presented as a modern policy instrument for ‘governance’ in science 

                                                 
v One could even argue that these non-biomedical applications in the end gave the biggest push towards 
a more explicit role for ethics and public participation in biotechnology policy decision making. 
vi EC (2002) Communication from the Commission 'Life sciences and biotechnology—A strategy for 
Europe.' COM(2002) 27. Brussels, European Commission 
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and technology, NECs provided a means to extend the discussion beyond an inner 
circle of scientists assessing  scientific ‘facts’, but still largely stick to the ‘logical 
objectivity’ of sound science, now more broadly defined as scientific, ethical, legal 
and social expertise.  

Especially with regard to developments in the life sciences, which includes 
biotechnology, NECs have become popular. Although no sharp line can be drawn, it 
was In Vitro Fertilisation (IVF) and the societal debate it evoked that marked the 
beginning of the more routine deployment of national ethics committees by 
governments. First installed on an ad-hoc basis, as the UK Warnock committee on 
reproductive medicine, they soon developed in various countries into more (semi-) 
permanent national ethics committees. France, for example, enacted its ‘Comité 
Consultatif National d’Ethique pour les sciences de la vie et de la santé ’ in 1983 and 
it has been in office ever since. Furthermore, the field of enquiry has broadened over 
the years. At first NECs almost exclusively dealt with developments in human 
medicine. However, with the growing societal attention to ethical issues beyond 
human health during the nineties, such as those pertaining to Genetically Modified 
Organisms (GMOs) and the foodstuffs made thereof (dubbed ‘GMO food’ in public 
discourse), animal use and the environment, the scope of issues addressed by NECs 
soon grew beyond human medicine. Concomitantly, the definition of ‘ethics’ taken by 
these committees has become much broader than originally anticipated by most. NECs 
nowadays do not shy away from including various kinds of social, legal and ‘future 
assessment’ aspects in their considerations. As such, national ethics committees have 
also tended to develop towards including conducting assessments that historically fell 
more under the remit of TA activities.vii  

 
Regulation of ethical concerns 
Regulation is of course a traditional policy instrument that might be applied to 
institutionalise ethics. One may think of regulations that are specifically introduced to 
deal with prominent ethical concerns such as the rules for labelling, traceability and 
coexistence of GMOs. One may also think of the possibility that an ethical `check list` 
become a compulsory part of authorisation procedures for market admission of a 
novel (GMO) product.viii   
 
Other types of institutionalisation 
The most fundamental way in which values and therefore ethics are institutionalised in 
western societies is through the system of representative democracy that gives 
decision-making power to democratically elected political parties. In this thesis, I take 
this system as a given and focus on the policy instruments that are used in public 
policy within the system of representative democracy. There are of course still other 
ways imaginable to institutionalise ethics within a representative democracy (or other 
forms of government for that matter), and alternative instruments do exist and are 
being used. For example, in some practices it is now commonplace to include courses 
on professional responsibility and/or ethics in university curricula of the life sciences. 

                                                 
vii Equally, national biosafety committees and TA committees/projects, sometimes reluctantly, have 
taken it upon themselves to also include ethical considerations in their assessments. See e.g. the Dutch 
COGEM and the Rathenau Institute. 
viii The question of course still needs to be asked to what extent the regulations, as they are shaped in 
the policy arena, could really address the underlying concerns. 
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It is also not uncommon that company staff will attend similar courses. Furthermore, 
some companies have set up internal departments on their corporate social 
responsibility and report on it in annual reports.ix In this way, ethics has already 
become institutionalised in major research institutions. In reaction to the often slow 
and late activation of public policy, attempts are furthermore being made to involve 
society at an early stage in science and technology developments by stimulating the 
interaction between users and producers (Schot & Rip 1997; Smits 2002). Beside 
state-sponsored TA activities and STS studies, some companies themselves now hold 
stakeholder dialogue meetings about the issues that their research activities may raise. 
Such ways of institutionalisation and their outcome however are not open to the same 
standards of democratic control and participation as public policy is in a modern 
representative democracy. Notwithstanding their importance in resolving social 
controversy, they will therefore not be discussed at length in this thesis. 
 
 
I.6. A pragmatic working definition of ethics 
 
Scholars and stakeholders involved in debates about the life sciences have framed the 
term ethics in various ways. Indeed, one of the research questions in the analysis of 
part III of this thesis was to investigate how the public frames issues as ‘ethical’. 
Furthermore, what counts as a policy instrument that `institutionalises` ethics? Is only 
a legally mandated national ethics committee a form of institutionalisation, or does a 
national debate, as (part of) an exercise in participatory TA and organised under the 
auspices of government, also count as such? At this point it is therefore relevant to 
position the concept of ‘ethics’ and ‘policy instruments that institutionalise ethics’ in 
the context of this thesis.  
 
A definition of ethics 
On the one hand a typical social-constructivist approach is adopted in this thesis, 
which recognises that the societal actors involved all define the term in their own 
different ways. The social-constructivist researcher would just “follow the actors” and 
try to document what power effects are produced by their different framings and 
definitions. On the other hand it cannot be denied that all discourses take place in a 
historically and culturally defined space, and which gives meaning to framings and 
should be recognized in the analysis too. What is needed is a conceptualisation of 
ethics that is sensitive to underlying conceptual subtleties and broad and flexible 
enough to allow us to encompass different definitions and framing as variations on a 
common theme. The following extensive ‘definition’ of ethics, derived from the 
guidance to the Ethics, Research & Governance Programme of the Netherlands 
Organisation for Scientific Research (NWO), seems to suit this purpose:  
 

“Ethics is the scientific discipline dealing with the systematic reflection on 
ethical questions. An ethical question can be described as an action, situation 
or development that affects the interests and welfare of individuals and groups 
(including animals, species and ecosystems), the distribution of costs and 

                                                 
ix See for example http://www.novonordisk.com/sustainability/default.asp 
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benefits of social co-operation and the possibility to live in accordance with 
values that people see as central to their vision of a good and valuable life.” x 

 
In the context of the international comparative study 'INstitutionalisation of Ethics in 
Science policy' (INES), which will be described in part III of this thesis, an important 
question to consider is whether issues can unambiguously be identified as ‘ethical’ 
issues. Also, the ‘social constructivist’ question remains relevant: how (and why) does 
the public frame a certain issue as an ethical issue? The NWO programme guidance 
also dwells on those questions. On the question of distinguishing between ‘ethical 
problems’ and ‘other problems’ it states:  
 

“It is often thought that ethical questions form a separate category of 
problems, alongside political, legal, economic and religious problems, among 
others. This is wrong. The same phenomenon, action or development can be 
described and evaluated from different angles. An ethical question is a 
problem that is perceived as such from a moral point of view. Ethical 
questions can also be legal, economic and political problems simultaneously. 
An example is the problem of social security, which to some is primarily an 
economic problem, but to others is (also) an ethical issue. Or consider the 
problem of refugees which many see nowadays as a legal problem – and 
hardly anymore as an ethical question.”  

 
The guidance continues with pointing out the dynamic nature of public framings of 
ethical issues: 

 
“Whether or not something is seen as an ethical issue depends on the values 
people hold. For most Dutch people nowadays killing animals without reason 
would be an ethical issue, whereas in former days animals were almost 
ethically outlawed.  It also happens that something is perceived as ethically 
problematic by some groups in society but not by others. An example is genetic 
modification of organisms. The uneasiness some feel about this is considered 
irrational by others. Debates can be stalled at an early stage because the 
discussants cannot agree on whether or not an ethical issue is at stake.” 

 
Of course, the above definition is not sacrosanct. A social-constructivist researcher 
would probably point out that it does not derive from some privileged insight into the 
essence of ethics, but should rather be seen as a compromise resulting from the 
deliberations and negotiations among a group of ethicists and policy-makers involved 
in drawing up a research funding programme. Even so, the definition seems 
pragmatically useful in so far as it allows to track variations in the framing of ethical 
issues without taking an agnostic stand and thereby emptying the concept of ethics of 
all content. It also provides a welcome antidote to the naïve belief that some problems 
in society are by nature ethical while others (e.g. economic problems) are not. In the 
arena of political life, all too often issues are declared to be beyond ethical assessment 
by defining them as, presumably more serious, ‘economic’ matters. 
 

                                                 
x NWO (Dutch Science Organisation), Ethiek, Onderzoek & Bestuur – NWO Programme, November 
2002, p. 5-6.  
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The practical turn in ethics 
Responding to the apparent societal demand for clarification of ethical issues in 
various fields, philosophers and ethicists have worked hard to make the ethical 
insights and forms of reasoning that are available in the philosophical tradition more 
suitable for use in modern settings. This trend to develop an ‘applied ethics’, oriented 
to the elucidation of moral dilemmas occurring in practical contexts, first started in the 
domain of health and medicine, as it became clear that the traditional home grown 
ethics of the medical profession no longer sufficed in a situation where patients 
increasingly claimed more influence and autonomy. Later on, this development fanned 
out to other areas beyond the medical domain, such as our dealings with animals in 
scientific experiments and animal husbandry, with the natural environment, and also 
to agriculture and food production. Very often, models of applied ethics that had 
proven useful in the medical context were transferred, with some inevitable 
modifications, to the new areas. Since these models, and the underlying ethical 
insights, also surface in the debate about biotechnology, this development will be 
briefly reviewed here. 
   
There are three main types of ethical reasoning originating from the philosophical 
tradition which emerge in virtually every modern discussion on the subject. They are 
consequentialism (utilitarianism), deontology (duty-based or rights-based ethics), and 
virtue ethics. Arguments and interpretations that judge the moral character of an 
action on the basis of its consequences (benefits and harms) are called 
consequentialist. Arguments or claims that understand what is right or wrong as 
primarily determined by values, rights and duties (or principles) are called 
deontological. Views that emphasise the conduct and character of the person as a 
member of a particular community exemplify the variety called virtue ethics. xi 
 
In the context of applied ethics, there is arguably a strong need for some sort of 
comprehensive framework for dealing with ethical problems that is both theoretically 
anchored in the tradition of moral philosophy and capable of providing concrete 
support and guidance to the moral reasoning of professionals and laypersons in their 
everyday practice. The approach adopted by Tom Beauchamp and James Childress in 
their book Principles of Biomedical Ethics (of which the first edition appeared in 1979 
and the fifth in 2001) claims to meet this perceived need.xii It is known as 
‘principlism’ because it gives a central place to four ethical core principles in all moral 
reasoning: the principles of non-maleficence, beneficence, respect for autonomy and 
justice. A brief description of each of the four core principles is as follows: 
 

1. The principle of non-maleficence: “You should not, in your actions and 
practices, inflict harm on others.” 

2. The principle of beneficence: “You should do good to others in your actions 
and practices and promote what is good.” 

                                                 
xi For a simple introduction to these three types of ethics, see Food and Agriculture Organization, The 
ethics of sustainable agricultural intensification, Rome, 2004.  
xii T.L. Beauchamp and J.F. Childress, Principles of Biomedical Ethics, New York and Oxford: Oxford 
University Press, 1979 (first edition), 1983 (2nd edition), 1989 (3rd edition), 1994 (4th edition), 2001 (5th 
edition). See also M. Quante and A. Vieth, ‘Welche Prinzipien braucht die Medizinethik? Zum Ansatz 
von Beauchamp und Childress’, in M. Düwell and K. Steigleder (eds.), Bioethik: Eine Einführung, 
Frankfurt am Main: Suhrkamp, 2003, pp. 136-151. 
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3. The principle of respect for autonomy: “You should respect, in your actions 
and practices, the authenticity and uniqueness of others and especially their 
own choices as far as possible.”  

4. The principle of justice: “Your actions and practices should be aimed at a just 
and fair treatment of others and at an equitable distribution of costs and 
benefits.”   

 
The claim is not just that these four principles can be distilled from philosophical 
reflection in ethics; it is also claimed that they are recognised in the common morality 
of ordinary citizens. The book has been jointly written by a deontologist and a 
utilitarian and thus obviously aims to integrate the two types of ethics each of them 
represents. Later versions of the book (from the third edition on) also claim to take on 
board some essential insights derived from virtue ethics, while rejecting the claim that 
the latter approach constitutes a wholesale alternative to deontology and utilitarianism.  
 
Although the ‘principlist’ approach was elaborated first and foremost for the area of 
biomedicine, others have attempted to apply it to other areas as well. In the United 
Kingdom, Ben Mepham has developed his so-called ‘ethical matrix’ to extend the 
‘principlist’ approach to food ethics and the ethics of animal farming (Mepham 2000). 
In the rows of his 4 x 3 matrix (see figure 1) four types of ‘stakeholders’ are 
represented: consumers, producers (e.g. farmers), animals and the biotic environment. 
In the three columns we find three basic ethical principles: respect for wellbeing 
(which combines the principles of beneficence and non-maleficence), respect for 
autonomy and respect for justice. In each cell of the matrix a score has to be given 
indicating to what extent a particular innovation or practice that is being evaluated 
does justice to the ethical principle for the stakeholder under consideration.xiii The 
‘ethical matrix’ aims to be an aid in reaching morally defensible decisions in a 
structured and comprehensive way.xiv  
 
In connection with public debates on science and technology mention should also be 
made of discourse ethics or communicative ethics, which may be considered a special 
variant of deontology. It has been elaborated by the German philosopher Jürgen 
Habermas (1990). The key idea is that only those norms may claim general validity 
that can be accepted by all in a free debate where each participant tries to see the 
matter under dispute also from the viewpoints of the other participants. Thus discourse 
ethics focuses on the fairness and openness of the process of discussion: ideally, in a 
‘power-free’ debate it is only the power of the better argument that counts. Discourse 
ethics has been an important source of inspiration for contemporary ideals of 
deliberative democracy and for attempts to involve the general population in public 
debates and other participatory initiatives on issues of science and technology policy.xv 
 

                                                 
xiii For an interactive programme on the Web using the ethical matrix, see B. Mepham and S. Tomkins, 
‘Ethics and Animal Farming: Using the ethical matrix to make ethical decisions about animal farming’, 
2003 (www.ethicalmatrix.net). 
xiv For a critical reflection on the usefulness of the ethical matrix as a tool for technology assessment, 
see D. Schroeder and C. Palmer (2003).  
xv Barbara Skuropinski and Konrad Ott consider participatory TA arrangements as applications of 
discourse ethics. See B. Skurupinski and K. Ott (2002).  
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Figure 1: Ben Mepham’s Ethical Matrix  
 
 
I.7. Instruments in institutionalisation of public views in policy 
 
Before we deal with specific issues in using policy instruments to institutionalise 
public views on ethics in policy, we would like to point out that there seems to be a 
paradox in the institutionalisation of public views per se. If there is decreasing trust in 
governmental institutions, it is by no means self-evident that by institutionalising 
public views on ethics this trust will return. In this light it is interesting to note that 
research on transparency in policy making, the other ‘instrument’ put forward to 
increase trust, has shown that transparency not necessarily increases public trust, 
although lack of transparency increases public distrust (Brown & Michael 2002; 
Frewer et al. 1996; O’Neill 2002).  Institutionalisation happens in the context of 
public cynicism about the motives of governments; perhaps merely proposed as a way 
to ‘pacify’ opposition. We will leave this matter for now, but instead discuss three 
specific issues in institutionalisation of ethics below: framing, participation and 
impact. 
 
I.7.1. Participation and representation 
 
The current fashion of public participation in science and technology raises several 
difficult questions, regarding both matters of principle and of practical implementation. 
A fundamental question is to what extent participatory approaches are compatible with 
the institutions of representative democracy. Do they tend to function as a complement 
to the formal democratic process or rather as a substitute for it? Participants will be more 
willing to take part in the process of deliberation if they know that the outcomes will be 
taken seriously by the decision-makers. However, for constitutional reasons 
governments or parliamentary bodies might not be willing to bind themselves 
beforehand to decisions to be taken by public panels that are without a direct democratic 
mandate. A compromise or partial solution would be a twofold arrangement in which 
the outcome of the deliberation process is published and the government or 
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commissioning parliamentary body is obliged to respond publicly to it.xvi The manner of 
selection of the participants and whether or not they may legitimately be seen as 
representative of the general public also are important issues to be considered. 
Furthermore, the framing of the entire participatory exercise, i.e. the precise definition of 
the issues and questions that are at stake and thus the setting of the agenda, is also a 
highly sensitive matter. Proponents believe, however, that appropriate efforts can be 
made to establish balance, transparency and procedures for accountability, so that public 
participation in science and technology will indeed become a useful complement to the 
formal democratic process (i.e. Liberatore & Funtowicz 2003). 
 
Mode 2 knowledge production 
At this point it is also interesting to briefly turn to the assumptions underlying the 
substantive reason for public participation, often referred to with the concept of 
‘socially robust knowledge’. The scholars who have suggested this concept have given 
a comprehensive rationale for it. In two books they describe the changes in both 
science and society, leading to what they call a ‘mode 2’ society (with mode 2 
science) (Gibbons et al. 1994;  Nowotny  et al. 2001).  In mode 2 society the various 
social subsystems are deeply intertwined and dependent. Also, the boundaries between 
them (including those of the subsystem science) have become increasingly blurred. 
This new constellation triggers the need for a ‘mode 2’ approach to knowledge 
production, problem definition, problem solving and governance. In the mode 2 
approach, researchers aim to generate what has been termed ‘socially robust 
knowledge’; to indicate that this knowledge is not only scientifically sound, but also 
socially acceptable and, ideally, usable in different societal contexts.  
 
A central claim of the mode 2 protagonists, which is also the substantive claim for 
public participation, is that to fully understand and address a complex problem, one 
needs to integrate various domains of knowledge. Both in terms of disciplines 
(science, ethics, philosophy, sociology, social psychology, policy sciences, law, TA, 
etc.) and in terms of (tacit) knowledge present in groups that have specific expertise, 
even though this expertise is not scientifically certified (such as farmers, 
environmentalists, industry, retailers, concerned citizens, etc.). A key precondition for 
the development of socially robust knowledge furthermore is that there is an intensive, 
long-term collaboration between the various stakeholders. Already within a particular 
stakeholder group long-term collaboration has proven notoriously difficult. Wenger 
(1998) refers to such a state as a ‘community of practice’. A community of practice is 
characterised by the mutual engagement of participants, by a joint enterprise which is 
collectively negotiated by the participants; and by a shared repertoire of resources 
which are created over time to negotiate meaning, including routines, words, tools, 
symbols and gestures. Socially robust knowledge presupposed an alignment of several 
of such communities of practise. The claim of the mode 2 approach is not only that it 
leads to better knowledge, but also that that knowledge is more sustainable (has more 
and more prolonged impact). This is not only due to the fact that its epistemological 
core is more robust, but also because the relevant communities are already committed 
to using it (in order to attain a common goal). 

                                                 
xvi. Food Ethics Council, Just Knowledge? Governing research on food and farming, Brighton: Food 
Ethics Council, 2004, p. 24. p. 26. 
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With all these considerations in mind, one can see that in mode 2 thinking a 
committee of experts of one or just a few disciplines is not an obvious choice of 
instrument to address a complex issue. When dealing with such complex problems as 
GM animals or GM food, it is hard to justify that the problem should be approached 
and analysed solely from the perspective of one particular discipline such as ethics. 
And if it should take a wider perspective, then it becomes an untenable position to 
solely enlist ethics experts on a committee. Both in terms of robust knowledge 
creation and in terms of broad social support (impact), an expert ethics committee 
seems too limited a source.  
Even organised public debate can fall short of the standards set by mode 2 knowledge 
production; not so much on the knowledge aspect (although it can when too narrow a 
base of stakeholders is participating), but on the aspect of joint commitment to 
implement the results. An organised public debate usually brings people together only 
for the time the debate lasts, with no prior commitments, or intrinsic aim to build a 
common future afterwards. This makes it very unlikely that alignment of communities 
of practice will develop, let alone persist.  
 
I.7.2. Impact 
 
Against the backdrop of public cynicism about the motives of governments for the 
institutionalisation of ethics, the impact of all the activities carried out merits a great deal 
of attention. Unfortunately, however, not many concrete results have been obtained in 
evaluating the (policy and social) impacts of public debates, ethics committees and 
‘ethics related’ regulation. There is deep-seated scepticism, though. Steve Rayner (2003) 
has articulated some highly critical considerations. He points to the dearth of evaluation 
studies on the performance of public participation:  
 

“There have been almost no credible outcome-based evaluations that have 
established that a public participation technique has led to a technically and 
socially sound outcome that otherwise would not have been reached.” (Rayner 
2003; p, 167)  

 
We may well concede that such studies are far from easy, in view of the difficulty of 
devising appropriate evaluation criteria (e.g. how to translate the idea of ‘technically and 
socially sound outcome’ into operational terms, in addition to other criteria) and 
deciding on the counterfactual question of whether or not the outcome would have been 
reached otherwise. Gene Rowe and Lynn Frewer (2000; 2004) have proposed systematic 
work in setting up a framework and a research agenda for conducting evaluation studies 
on public-participation exercises. They stress the importance of defining effectiveness 
and of operationalising one’s definition so that it can be properly measured. They 
suggest both quantitative and qualitative research, but admit that concretely establishing 
a ‘what works best when’ using their agenda is still a major task (Rowe & Frewer 2004; 
p. 551) . At present, Rayner is probably still right in asserting that “the efficacy of public 
participation remains largely a matter of faith”. He also casts doubt on the claim that 
participatory exercises counteract technocratic tendencies: 
 

“Are consultative and participatory decision processes devised by social 
scientists a true path to increased democracy or just another layer of 
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technocracy? Is it possible that rather than digging ourselves out of the 
technocratic hole we are really just digging ourselves in deeper? Are we seeking 
to compensate for the triumph of technique by devising new techniques, this time 
social science techniques of consultation? As social scientists, we need to ask 
whether such initiatives move us closer to, or further still from, the participation 
of an informed citizenry in key decision making.”( Rayner 2003; p. 169)  

 
Similar objections can also be raised against ethics committees, when they are established to give voice 
to citizens. Brian Salter and Mavis Jones note on this issue: 
 

“[…] there is, as yet, little engagement between this formalized type of 
bioethics [i.e. the bioethics of expert groups] and the bioethical values held by 
ordinary citizens. What if they are different? In the case of agricultural 
biotechnologies, there is evidence to indicate that a significant gap between 
the views of policy makers and citizens exists, of which the former seem 
unaware [ref. to the PABE study]. If a similar gap exists in the field of human 
genetic technologies – between policy makers and their bioethicist advisors, 
on the one hand, and the public, on the other hand – then the legitimacy of 
bioethics as a means for accessing social and cultural concerns is 
undermined. ”   (Salter & Jones 2002; p. 813)  

 
Interestingly, the impact of regulation, in the form of labelling, seems to be more 
unequivocal; it ‘simply’ turns the issue of the ethical acceptability of GM food into an 
issue of private choice of the citizen-consumer. This of course can also be seen as an 
‘easy’ way-out of the whole issue by not really clarifying the questions of ‘risk’ and 
‘naturalness’ and bypassing judgement on the governmental level. 
 
Researchers involved in an international evaluation of impacts and methods of 
Technology Assessment (Technology Assessment; Methods and Impacts - TAMI)xvii 
have suggested another way of looking at impacts; namely to look at possible 
functions that different activities can have (see also box 2, and Decker & Ladikas 
2004). They argue that there is more to be considered than the influence of activities 
on political decision making. Instruments, in their case TA activities, can contribute to 
social debates and policy making in many ways. They supply information, support 
communication processes, offer new perspectives on issues and open new 
opportunities to restart a debate that finds itself in deadlock (Decker & Ladikas 2004). 
All these functions are highly relevant to effective policy decision making. Moreover, 
public debates and ethics committees can in principle also readily perform such 
functions.  

                                                 
xvii See: http://www.ta-swiss.ch/f/arch_meth_tami.html 
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 Box 2: Impact, Technology Assessment and Ethics 
 
In the report of a European project on the impact of TA activities (TAMI), the researchers 
proposed a typology matrix (see below) to exemplify how and where TA activities can have 
an impact. When one looks at this matrix it is easy to identify that ethical considerations 
easily ‘creep’ into almost all activities (only the top left and bottom right cell activities seem 
to have little direct connection with ethical considerations).  
 

TAMI Typology of Impacts Matrix (Decker & Ladikas 2004) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
I.8. The structure of this thesis 
 
The current science-society relationship, and the public policies that aim to influence 
this relationship, are the subject of much scholarly literature. In this literature, three 
main reasons have been identified for including ethics and public participation as part 
of science policy, namely an instrumental, a normative, and a substantive reason. 
 The first one is merely instrumental. Sometimes governments favour increased 
participation in science and technology in order to forestall that public concerns might 
hinder economic development at a later stage without granting the public any real 
influence. In fact, this would be public relations rather than public participation. The 
second reason to support participation is a normative reason. The idea is that it is right 
for citizens to have a say in decisions about science and technology, because they 
contribute to their funding as taxpayers or consumers and are directly or indirectly 
affected by their outcomes. In a sense, this would amount to applying the idea of 
informed consent (derived from the ethical principle of respect for autonomy) to the 
level of the entire citizenry. The third reason for public participation is the substantive 
reason that inputs and contributions from others than those belonging to a narrow circle 
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of accredited ‘experts’ will likely improve the quality of the final decisions. The need to 
tap the ‘social intelligence’ of laypersons and ordinary citizens in order to bring 
additional views and perspectives to bear on a particular problem is often argued by 
pointing at the inherent uncertainty and limitations of scientific expertise with regard to 
complex problems beyond the strictly controlled conditions of the laboratory (e.g. safety 
of GMOs, global warming). Silvio Funtowicz and Jerry Ravetz (1992) have famously 
coined the expressions 'post normal science' and ‘extended peer review’ to emphasise 
that others than just the accredited experts (the traditional ‘peers’) need to be involved in 
the quality control of scientific advice for policy solutions to complex problems. They 
argue that this will lead to better, but also more democratic scientific knowledge to 
address complex problems, where the societal consequences are high but where there is 
also much uncertainty about the scientific facts and values are contested by stakeholders. 
As such, the substantive reason is usually also (implicitly) presented as an argument that 
by itself supports the democratic reason (: better knowledge by wider inclusion of 
society).  In a similar spirit, Nowotny, Scott and Gibbons (2001) have put forward the 
phrase ‘socially robust knowledge’ to underscore that the relevant insights must be 
shared and accepted by a wider circle of participants and stakeholders. Actually, 
Nowotny (2003) even goes so far as to state that “we are all experts now” and that we all 
have to play our part in the public meeting space of the agora.  
 The substantive reason for ethics and public participation is a well established 
theme in STS studies and it has also been coined under yet other names. Scholars from 
the TA community like the aforementioned (1996) for example coined the term 'co-
evolution' of science and society that refers to similar notions as those of  Funtowicz and 
Ravetz and of  Nowotny, Scott and Gibbons. More recently, scholar like Andrew 
Stirling (2005), but also policy think tanks like DEMOS (Wilsdon and Willis 2004) 
have similarly emphasised the need for moving public participation 'upstream' the 
research trajectory, as to 'open up' the decision making on the path of science and 
technology to the public at an earlier phase in research and development; so that society 
can genuinely shape research and innovation rather than just discuss their results. 
 
Research questions 
Taken the normative argument as a given, as this argument has become widely 
accepted and scholars and policy makers alike nowadays by and large agree on the 
need for a certain base line of pubic participation and 'ethics' as the minimum standard 
in the 'governance of science', this thesis will focus on the practical side of the 
substantive and instrumental reason and will address the following questions:  
 

• What policy instruments have been used in practise to incorporate ethical 
issues and public views on these issues (“public ethics views”) in policy 
decision making (i.e. what instruments have been used to `institutionalise` 
ethics? 

• What are the experiences with these policy instruments in practise, in 
particular, what are the impacts of these instruments with regard to the desired 
societal learning and public support for science policy? 

• Can general conditions and characteristics for these policy instruments be 
identified that are conducive to such societal learning and societal support for 
policy? 

As has been described above, the main policy instruments that have been used in 
practise to institutionalise societal ethical concerns with regard to S&T are 1) ethics 
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committees, 2) public debates as the major component of interactive TA exercises, 
and 3) regulation. This practical classification will therefore be used as the answer to 
the first question, in turn guiding the focus for the latter two questions.  
 
To answer the latter two questions, the thesis starts at the level of a unique National 
Ethical Committee in the Netherlands, which focuses specifically on the 
biotechnology of animals, with the overall aim to establish societal consensus 
regarding this development.  The thesis analyses the Committtee`s mission and how it 
struggled to fulfil this mission. Subsequently in the second part, the lessons learned 
are reviewed in a wider international comparative study of 15 national ethics 
committees dealing with life science issues, encompassing also biotechnology but not 
limited to animals (as this is unique for the Netherlands).  The third part analyses how 
the instrument of ethics committee compares to the use of TA instruments or 
regulatory instruments for addressing public views on ethical issues in policy decision 
making regarding the life sciences. On the basis of these analyses, conclusions are 
finally drawn regarding the potential of these instruments to achieve the desired 
societal learning and support for policy. 
 
Part 1 
Part 1 describes one of the first experiences using a national ethics committee as a 
policy instrument for public participation and deliberation between science and 
society. The Dutch governmental policy on animal biotechnology was one of the first 
and most comprehensive policy frameworks in the world where a national ethics 
committee was the central instrument in achieving social deliberation about the 
acceptability of technological developments by means of a legal provision to object 
against proposed modification of animals. 

It is important to note that public participation (‘facilitating social debate’) and 
learning (‘general rules based on a developed social consensus’) is an explicit aim of 
the policy, which is to be accomplished via the policy instrument ‘national ethics 
committee’. For this reason, both the committee advice and the proposed decision of 
the Minister are also made publicly available. For each individual case, citizens can 
furthermore request a public ‘hearing’ and also file objections to granting a license.  
 
A case study of the ‘national ethics committee’ instrument 
To assess whether national ethics committees can be an effective instrument for 
interactive policy making that includes public participation and learning, an empirical 
study was conducted  with regard to the experiences with the Dutch policy.xviii In 
chapter 1 the background and research question of the study are described. Chapter 2 
briefly describes the history of the Dutch animal biotechnology public policy, 
focussing on those intricacies that are relevant to understand and contextualise the 
Dutch public policy. Chapter 3 describes the highly structured and consistent manner 
in which the CAB took up its task; developing generalised arguments (‘algorithms’) 

                                                 
xviii This study was published in 2001 as a Rathenau work document (Biotechnologie  
bij dieren ethische getoetst? Rathenau 2001). Further articles were published based on this study, 
including an article that appeared in ATLA (Effective Policies in the Animal Genomics Era: How Best 
to Involve Ethics, Expertise and the Public. ATLA 32, 383–389, 2004 ). The study is presented here in 
part I of this dissertation. The original Rathenau work document is presented first in a slightly revised 
form and expanded with a detailed analysis of argumentations used by the CAB, followed by a reprint 
of the ATLA article. 
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that the CAB repeatly used to judge consistently on similar cases.xix Chapter 4 and 5 
describe experiences and perceptions that stakeholders (chapter 4) and citizens 
(chapter 5) have had with regard to the Dutch policy and its main instrument, the 
CAB. A succinct overview of media coverage on (the social aspects of) animal 
biotechnology is presented in chapter 6.  Chapter 7 provides an analysis of the data 
gathered, which analysis continues more conceptually in chapter 8, applying the 
general policy model of Dunn (1981) and Hisschemöller (1993) - see also 
Hisschemöller, Hoppe, Dunn & Ravetz (2001). Based on this conceptual analysis, 
preliminary recommendations are drawn. 
 
Box 3: The case of the CAB 
 
In Dutch society the debate about animal biotechnology already started in the late eighties, 
which eventually led to regulations that were laid down in a chapter of the Animal Health and 
Welfare Act 1992, and in the Animal Biotechnology Decree 1997. The regulations state that 
biotechnological procedures on animals in principle are prohibited, because these procedures 
conflict with the ‘intrinsic value of the animal’ and with ‘respect for animal integrity’. Only 
for substantial societal interests an exemption from this prohibition can be granted. This legal 
stance became known as the ‘no, unless’ policy.  
 
The general aims for the Dutch policy, as stated by government, were the following: 
a. Clarification of the moral position of animals,  
b. Strengthening of the moral position of animals, 
c. Early assessment of morally problematic developments, thus facilitating social debate,  
The government furthermore stated that this should lead to the drafting of general rules 
regarding the acceptability of animal biotechnology, based on a to be developed social 
consensus on the acceptability of animal biotechnology. The implementation of this policy 
was largely delegated to the national ethics Committee on Animal Biotechnology (CAB), 
consisting of experts in both ethics and biotechnology. The practical decision making process 
was structured by following a specific review procedure in which the CAB gives ‘case by 
case’ advise to the Minster of Agriculture on granting licenses. 
 
Part II 
A case study gives relevant insights on the potential to use an ethics committee as a 
policy instrument for public participation and learning. However, in order to review 
whether these insights are more generally applicable, such insights have to be further 
investigated in a comparative study regarding experiences with NECs in other 
countries.  

Chapter 9 describes the comparative study that was carried out.xx  It presents 
an inventory and comparison of the experiences of 15 national ethics committees in 
Europe and the USA. Since the life sciences are one of the most debated and regulated 
issues, the study limited itself to NECs, which (as part of their remit) explicitly 
address the normative consequences of the life sciences / biotechnology.  

                                                 
xix In the original Rathenau work document only a summarised version of this chapter appeared. For the 
purpose of this dissertation, more detail about the scope of such algorithms, and about their ‘evolution’, 
has been included. 
xx In 2003 for the Netherlands Organisation for Scientific Research (NWO). This study was published 
as a paper in the working documents of a NWO workshop in 2004 Paula, L.E.  & T. de Cock Buning 
T.(2004) On the role and functioning of national ethics committees. NWO explorations.). A slightly 
revised version of this paper is presented here as part II. 
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Via semi-structured interviews with national representatives of NECs, 
additional qualitative information was gathered. The results are summarised, referring 
to accompanying appendices for more detailed data. On the basis of these results a 
short first analysis follows, again using the theory of policy problems (described in 
chapter 1) as a conceptual framework. Guided by this framework, some concrete 
aspects of two important problematic issues surrounding (lack of) public participation 
and learning, namely representation and legitimacy, will be discussed.  
 
Part III 
Part three of this dissertation addresses the meta questions regarding the merits of 
ethics committees in general as instruments to enhance public participation in public 
policy decision making on societal (and in particular ethical) aspects of the life 
sciences, relative to existing varieties of TA. In policy areas such as the life sciences, 
technical expertise is a dominant vehicle of influence. Can either the 'instrument' of 
ethics committees or TA realize genuine substantial impact of citizen and stakeholder 
points of view on public policy? And to what extent do such instruments lead to social 
learning?xxi 

A comparative international analysis was conducted on the way ethical issues 
in GM food are understood and incorporated in the policy making process. In their 
struggle to deal with the issue of GM food, and the major ethical issues related to it, 
governments have tried (three) different policy instruments. First, there is the 
overarching EC biosafety, labelling and co-existence regulation. These bodies of 
regulation form the core reference for governments in dealing with GM food. 
However, in many EU countries also TA activities such as public debates have been 
organised to discuss the (ethical) acceptability of GM food. In some countries national 
ethics committees have been set up, which have assessed the merits of GM food.  
 
After introducing the methodology and definitions used for this analysis in chapter 10 
it presents an overview of the context in which the institutionalisation of ethics has 
taken place. Chapter 11 then describes the experiences in several European countries 
with the instruments of national ethics committees, public debate and regulation. 
Chapter 12 analyses whether it matters that a particular type of instrument is chosen 
to address the issue of (public participation in) public policy decision making on 
social aspects of the life sciences. Chapter 13 presents recommendations. It draws 
conclusions with regard to the relative merits of the different types of instruments and 
it presents quality criteria that should safeguard the effective employment of the 
different types of instruments.  
 
Part IV 
In the fourth and final part of this thesis, Chapter 14 summarises the main 
conclusions of this thesis and adds a few closing considerations based on these 
conclusions.  
 
 
 

                                                 
xxi These questions were addressed as part of a European project on the INstitutionalisation of Ethics in 
Science policy (INES), see http://www.cesagen.lancs.ac.uk/research/related/ines.htm and: 
http://library.wur.nl/ebooks/1885868.pdf.  
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Chapter 1 

Introduction 
 
 
 
1.1. Background and research question of this study 
 
Already since the end of the eighties animal biotechnology causes heated debates in 
society. Advocates of animal biotechnology pointed out the new possibilities that this 
technology offers in the development of new medicines and food products. These 
would make it possible in the future to cure people from now incurable diseases, and 
to make animal derived food products healthier and cheaper. Opponents of this 
development put forward, however, that the interference in the lives of animals on this 
(genetic) level is a step too far. According to them, this new use of animals would lead 
to a far-reaching advance in the ‘instrumentalisation’ of animals, which conflicts with 
respecting the ‘intrinsic value’ of animals. They therefore considered this development 
undesirable. 
 In Dutch society, the public debate about this technological development 
started at a relatively early stage. The main reason for this was the fact that in the late 
1980s biotechnologists from Leiden University started experimenting with a pre-
eminent national symbol: the cow. The research was aimed at having cows produce 
human proteins in their milk. With the development of this method, the road would be 
opened for a way with which to make all kinds of other interesting and relatively 
cheap bio-products in the future. The research and in particular the very first 
genetically modified bull ‘Herman’ received wide national as well as international 
media attentionxxii. However, the research also met with a great deal of resistance from 
animal protection organisations. In political circles, too there was a lot of controversy 
on the subject, also because in the first phase a research institute of the ministry of 
Agriculture was involved in the research. The early public as well as political attention 
eventually led in the 1990s to legislation that is unique in the world: only in the 
Netherlands all biotechnological research with animals has to be explicitly reviewed 
with regard to its ethical acceptability, by an advisory committee from the ministry of 
Agriculture, Nature and Food Quality (LNV), before it can be carried out. The 
advisory committee that carries out this review is the Committee on Animal 
Biotechnology (CAB).   
 The legislation states that biotechnological procedures with animals are 
prohibited as a matter of principle. Only when important societal interests are at stake 
an exemption can be granted (Animal Health and Welfare Act, 1992). This approach 
became known as the so-called ‘no, unless’ policy, or ‘no, unless’ principle. It is based 
on the recognition of the intrinsic value of animals. In the review by the committee, 
this recognition was taken into account among other things by presenting ‘respect for 
the integrity of the animal’ as a special assessment criterion. The government had two 

                                                 
xxii A quite complete reconstruction of the stakeholders and their roles in the debate regarding the bull 
Herman was written by the journalists Karel Glastra van Loon & Karin Kuiper (Glastra van Loon. and 
Kuiper, 1995). The analysis of the role of the media in the Herman case was conducted in the PhD 
study of Elmar Theune (Theune, 2001)  
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main objectives in mind with this review process (Animal Biotechnology Decree 
(guidance notes 1997). On the one hand it directed the review procedure to clarify and 
strengthen the (moral) position of the animal in relation to the upcoming 
biotechnology. On the other hand, it directed at early signalling and evaluation of 
problematic developments via the review, which would then facilitate public 
discussion about these developments. The idea was that through the review of 
individual cases by the CAB (‘case by case’) general rules could be set up that would 
reflect the consensus in society about the acceptability of these procedures (Act on 
Biotechnology in Animals ,1997). 
 
The Committee on Animal Biotechnology thus plays a central role in the strategy of 
the government to manage the controversy in society. For new technologies such as 
biotechnology, neither the CAB nor society can fall back on a `tailored`, existing 
moral evaluation framework. The development of such a new, broadly supported 
evaluation framework typically requires a process of many years of discussion, in 
which many interests and values ‘clash’ about each  other’s position. The CAB, 
however, was charged by the government with the task of coming to a substantiated 
Opinion in the much shorter time period of a few months. Under time pressure and 
uncertainty about fact and values, such a government committee of experts can not 
legitimately make moral choices on behalf of society in a final and decisive sense at 
that early moment in time. The government, therefore, had taken a ‘step by step’ 
approach, as an attempt to answer ‘big moral questions’ by small partial answers 
through an advisory committee. In this interactive and iterative process small insights 
are achieved in the course of time that can slowly give shape, as building blocks, to 
the ethics of biotechnology. These small insights can consist of substantiated choices 
and decisions, in which the argumentation is not seldom so systematised that the 
resolution of the committee gets the form of a sort of general ‘recipe’ that leads to a 
solution. In a policy context such (moral) recipes can be brought into action as 
generally applicable, and enforceable, policy standards. The development of this sort 
of policy norms is therefore a desired and important matter for the government. 
 However the desirability and added value of the CAB was also questioned, 
even by one of its own members (See for example Plasterk, 2000). After all, there was 
already an ethical review system of animal experiments (with vertebrate animal 
species) under the Law on Animal Experiments (WOD: Wet op de Dierproeven). One 
of the added values of the CAB review that was put forward was that the aim and 
composition of the CAB, more than the WOD review, was directed towards including 
societal interests and viewpoints in the review. However, this inclusion, just like its 
democratic control, is only guaranteed indirectly. For this reason the effectiveness and 
desirability of the policy instrument ‘committee of experts’ to relieve politics from 
controversies in society was criticized (Schomberg, 1998). 
 
In order to gain a clearer understanding of the possibilities and desirability of the 
policy instrument ‘casuistic assessment by the CAB,’ the contribution this instrument 
has made to the solution of controversy in society was investigated. The empirical 
data research was carried out in the period from the end of 1999 to the beginning of 
2001 as part of the ‘Use of Animals’ work programme of the Rathenau institute. As 
matter of consistency references have been limited to policy documents that were part 
of the discussion in studied time period. The research question of this study was:  
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What contribution has the policy of ethical review, in this case the activities of 
the CAB, made to the realisation of the stated objectives and expectations of 
the legislator?  

 
The words ‘objectives of the legislator’ refer here to the official objectives of the 
review process (clarification and strengthening of the position of the animal on the 
one hand, observation and evaluation of problematic developments for the 
advancement of the discussion in society on the other hand). The word ‘expectations’ 
refers to the establishment of a consensus in society about the (ethical) acceptability of 
biotechnological procedures with animals in the form of general rules that can 
dissolve  the social controversy.  
 
The study in this part of the dissertation will not explicitly focus on the philosophical 
content of the key concepts like ‘intrinsic value’ and ‘integrity’ of animals. These have 
been discussed  at length by many scholars (Dol et al, 1999). Instead the study is 
focussed on the CAB as an policy instrument to deal with uncertainties and value 
conflicts in society. The functionality of this ethical review committee, as a policy 
tool, is analysed in its ability to operationalise general ethical notions (as ‘intrinsic 
value’ and so on, but taken as given interpretations) in concrete policy action and to 
what extent it succeeds to fulfil its intended policy tasks.    
 
The study will also not focus on the details of the procedural implementation of the  
Animal Biotechnology Decree (e.g. listing timelines of project evaluations) A 
procedural evaluation was carried out in the same period as this study by an expertise 
centre for the Ministry of  Agriculture, Nature and Food Quality (LNV) and where 
relevant the results of that evaluation will be referred to Vliet, and Tillie (2000). 
Instead, this study explores the specific structural aspects of the CAB and how the 
legal and policy constraints enable and/or limit the function of a national ethical 
review committee as a governance tool.  
 
 
1.2. Theoretical framework 
 
A development such as genetic modification of animals generates controversy in 
society about both the ethical (un)acceptability of such a development and the 
consequences of the procedures. Is genetic modification an unacceptable violation of 
the intrinsic value of the animal? Does the cloning of animals have consequences for 
their health and welfare? In this discussion politicians, policy makers and (other) 
experts involved put forward a kaleidoscope of arguments about norms, values and 
presumed facts that can hardly be disentangled. In such a situation, it is not easy to use 
the available `knowledge` to formulate a single clear cut route for policy. This is 
because the various actors involved then have the inclination to trust that knowledge 
and those experts that substantiate their own position, which has the side effect that 
both scientific and political credibility come under pressure.  
 It is therefore important to disentangle the kaleidoscope of arguments, in order 
to analyse what knowledge can be relevant for developing a policy. This relevance 
also depends on the phase a policy – and the underlying policy problem – is in.  In the 
formulation of a policy cycle four phases can be discerned: observation and 
recognition of the problem, formulation of policy, solution, and management 
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(Winsemius, 1986). In passing through this cycle the consensus about the problem and 
the solutions grows. As a result, political intervention can be fully omitted in the last 
phase of the cycle, and it is chiefly the experts who come up with and manage the 
solution. However, policy problems do not necessarily go through the cycle from 
problem to solution, nor does a policy problem necessarily pass through the cycle only 
once. Policy problems are constructed and along the way they get reconstructed, and 
different actors can do this in different ways. One actor can approach the problem as if 
it is in the solution phase, while other actors approaches it (anew) as if it is in the 
problem phase. Difference of opinion, caused by uncertainty and disagreement, may 
raise  the question of what the ‘problem’ is, as well as the goals of the policy and the 
means/instruments with which to achieve these goals. As (scientific) uncertainty and 
(political/administrative) disagreement increases, it becomes obvious that not only the 
solution to the policy problem, but also the nature of the problem itself is an issue. In 
such a case the policy problem is still situated, at least for part of the actors involved, 
in the phase of observation and recognition of the problem.  
 Such a multitude of opinions can also be observed in the debate about the 
regulation of genetic modification of animals. Analysis of the policy practice will thus 
also imply an analysis and ordering of these opinions. This type of analysis is also 
sometimes called ‘argumentative policy analysis.’ An appropriate model for this 
analysis is the typology of the policy scientist Hisschemöller. Basing himself among 
other things on the work of the American policy scientist William N. Dunn, he 
distinguishes four idealtypical categories of policy problems: unstructured, badly 
structured, moderately structured and structured (Hisschemöller, 1993). These four 
types of policy problems are related to the degree of consensus about facts on the one 
hand, and norms and values on the other hand, with respect to the policy problem. 
The four types of policy problems distinguish themselves from each other on the basis 
of two fundamental characteristics that define each policy problem. The first 
characteristic is the degree of consensus amongst stakeholders about (the degree of 
uncertainty in) the facts that are of importance in relation to the problem. The second 
characteristic is the degree of consensus amongst stakeholders about what norms and 
values are relevant in dealing with the problem. The combinations of these two 
characteristics, if taken in their extreme positions only, can be depicted as two-by-two 
table, showing four categories (see table I.1).  

When a problem is unstructured, great uncertainty and/or controversy exist, 
both over what values are at stake as well as over what (factual) knowledge is relevant 
for dealing with the problem. An example of such a problem is nuclear energy, 
especially so during the eighties and the nineties of the last century. 
 When a problem is moderately structured there is broad agreement about the 
nature of the problem and the policy goals. However, there is disagreement about the 
deployment of means to achieve this goal. Because of this, the problem is no longer 
technical, but political. Examples of this kind of problems are found in environmental 
policies with an important spatial component, such as waste disposal (NIMBY-effect), 
but also in policies dealing with other distribution issues such as setting rent prices or 
collective labour agreements. 

When a problem is structured the goals of the policy are given and all relevant 
knowledge is available. Because of the political consensus a structured problem is pre-
eminently a technical problem. The status of experts is high and they dominate the 
decision-making. An example of such problems is for example the maintenance of 
exisiting public infrastructure such as roads and waterways.  
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 When a problem is badly structured a profound difference of opinion exists 
concerning the values that are at stake. Especially problems with an ethical 
component, such as legislation on abortion, meet this description. To ensure that the 
conflict does not get out of hand administrators often try to pacify the opposition of 
values.  
 
Table I.1: A typology of policy problems. 
The two determining characteristics of a policy problem (consensus about values and 
consensus about factual knowledge) can be represented as two independent axes facing each 
other. Representing only the extreme, archetypical positions on these axes (: yes, no) results 
in the table below. 
Consensus about values: 

 
Consensus about 
factual knowledge: 

No Yes 

No  
 
Unstructured problem 

Moderately structured problem 
(consensus about the definition of 
the problem, the values and goals 
of the policy, but uncertainty about 
causal aspects such as the correct 
instruments) 

Yes Badly structured problem 
(consensus about factual 
(un)certainty and about the 
policy instruments to be 
deployed, but disagreement 
about the problem, values 
and objective of the policy) 

 
 
 
Structured problem 

 
This distinction is also based on a comparable typology that was made earlier by van 
de Graaf and Hoppe; in the same quadrant starting upper left clockwise, they designate 
the problems as untamed problems, (un)tameable scientific problems, tamed problems 
and (un)tameable ethical problems, respectively (Van der Graaf and Hoppe, 1992). 
The metaphor of ‘taming’ may represent even better how policy problems are seen by 
policy makers. 
 In the context of environmental policies Hisschemöller has carried out further 
research into types of problems and types of policies (Groenenwegen et al.,1998). The 
cases that were studied concerned a variety of problems such as nuclear energy, waste 
disposal, biotechnology, etc. What emerges from his study of the actual policy practice 
is that these types of problems are indeed distinguishable and recognisable in practice. 
Even more, in the policy practice a related distinction emerges of four idealtypical 
approaches of policy problems. The four approaches can also be represented in a 
quadrant of two axes, as will be explained below and as is represented in table I.2. The 
approaches are, respectively, a technical, a market, a justice and a participation 
approach. The technical approach regards the problem as a matter for experts, out of 
which the general public should stay out. The market approach represents the problem 
as an unequal division of costs and benefits, which can be dealt with by compensating 
those involved. The justice approach regards the problem as a failing of government 
to deal unambiguously with vulnerable interests. As a consequence public support for 
the policy is often missing. The participation approach departs from the position that 
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the government should take citizens more seriously. If the government does not do so, 
relevant information will not reach the political agenda. Each of these approaches has 
its own characteristics, and constructs its own view about the nature of the problem 
and about the variables that can be influenced by policy. Each approach also implies 
its own specific conditions under which the approach can be applicable. An important 
distinction between the approaches is that the technical and market approach 
especially direct towards a policy that is focused on the solution, while the justice and 
participation approach aim at a policy that is focused on the problem. Policies focused 
on the problem are characterised by social and political rationality (: problem 
structuring and integration, freedom). Policies focused on the solution are 
characterised by technical and economical rationality (: efficiency, maximalisation). 
 
Hisschemöller’s analysis shows that the technical and the participation approach on 
the one hand, and the market and justice approach on the other, exclude each other 
conceptually. The technical and participation approaches are diametrically opposed to 
each other where it concerns the desirability of political participation in the policy. 
The market and justice approaches put forward conflicting opinions about the tasks 
and responsibilities of the government with regard to what can be considered a just 
policy. In combination a new quadrant of four policy approaches that do not exclude 
each other can be constructed, which are in practice indeed only found to occur in 
those combinations. The four possible combinations of problem approaches by the 
government lead to a typology of policy strategies that fits the combined 
characteristics of the respective combination of problem approaches (table I.2): 
 
Table I.2: Problem approaches in government policy. 
The four archetypical approaches can be represented in a quadrant that characterises the 
degree that the approaches involve government intervention and public participation, 
respectively. 

        Government 
intervention: 

 
Participation: 

High 
(justice approach) 

Low 
(market approach) 

High 
(participation approach) 

Justice approach & 
participation approach 
 
leads to: 
Policy as learning process 

Market approach & 
participation approach 
 
leads to: 
Policy as negotiation 

Low 
(technical approach) 

Justice approach & technical 
approach 
 
leads to: 
Policy as accommodation 

Market approach & technical 
approach 
 
leads to: 
Policy as regulation 

 
These combinations of problem approaches by policy makers (and its types of policy 
strategies) are not unrelated to the typology of problem types. Hisschemöller’s 
research shows that the four types of approaches connect to the four problem types 
that have been distinguished. In the (policy) practice the following relations are found 
between the problem types and the type of policy strategy that is most appropriate for 
tackling a specific type of problem (table I.3):   
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 As shown in table I.3, an unstructured problem is related to a policy strategy as 
learning process. In this type of strategy, difference of opinion is successfully included 
in a new view of what the problem in fact consists of. This learning process includes 
problem structuring and a public - and political - choice of the problem (: 'problem 
framing').  

The weakness of this type of policy strategy is that the cooperation and 
collaboration of the relevant actors to this learning process is not guaranteed. After all, 
these actors can decide not to cooperate to this learning process. This type of policy is 
the only one of the four types that is (explicitly) directed at problem structuring. The 
other three types are more solution directed. 
 
Table I.3: A metatheory about the relationship between types of problems and types of policy. 

          Consensus about 
values: 

 
 
Consensus about 
factual knowledge: 

No Yes 

No Policy as learning process 
 
appropriate approach for: 
Unstructured problem 

Policy as negotiation 
 
appropriate approach for: 
Moderately structured problem 

Yes Policy as accommodation 
 
appropriate approach for: 
Badly structured problem 

Policy as regulation 
 
appropriate approach for: 
Structured problem 

 
A moderately structured problem is accompanied by a policy of negotiation. As was 
mentioned, the main goal of the policy is not under debate, but the means with which 
to achieve this goal are. There are many possibilities in this type of policy for 
participation and interaction. The formation of coalitions itself provides for some 
structuring of the problem, but this only occurs in the interaction between coalition 
partners. All participants involved in the problem agree that the definition of the 
problem and the solution should only be sought among a limited number of 
alternatives. 
 A structured problem is accompanied by a policy as regulation. In this type of 
policy, differences of opinion are banned from the policy agenda. The role of policy 
makers is performed here by (scientific) experts. These experts decide not only on the 
basis of formal legislation, but also on the basis of informal agreements. Such 
informal agreements especially play a large role in situations where the policy as 
regulation is used to address a problem that actually is a less structured problem. 
The contribution of politics, interest groups and especially citizens is limited with 
little effect in this type of policy. 
 A badly structured problem is accompanied by a policy as pacification. Here a 
(social) conflict on values is considered unsolvable. In order to take care that the 
conflict does not get out of hand it is mediated by incorporating all conflicting values 
in a general policy compromise. This can for example happen by producing policy 
notes that are so general that every party can formulate its own goals into it. The 
conflict is thus not solved but ‘frozen’. This generality is at the same time the 
weakness of this type of policy. Consequently, one can lose sight of the ‘real’ 
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problem, as it is experienced by those actors involved. One can likewise lose sight of 
the solution to the problem. Furthermore, this type of policy, just like policy as 
regulation, has the inclination to become technocratic.  
 
The importance of this typology of policy problems is that it can give the answer to 
the question whether the policy approach of a particular policy problem is appropriate 
for this problem, considering the contents of the problem. In other words; is the 
problem properly 'framed' (structured)? In addition to the inefficiency of applying the 
wrong means (policy instruments) to solve the problem, this can also lead to a so-
called type III error: the solution of the 'wrong' problem. This type III error can arise 
because the problem itself is not duly analysed and deconstructed, and as a 
consequence the way policy makers frame the problem may not correspond to the way 
relevant stakeholders frame it. The typology of Hisschemöller is used in this study to 
help answer the research question with regard to governmental regulation of genetic 
modification. The strength of the typology for this study is that it can provide insight 
into the question whether the different objectives of the government policy can be 
brought together in one policy strategy. Furthermore, it can also indicate whether, if 
the last question was answered in the affirmative, these objectives can be adequately 
realised by the type of policy strategy that the government has chosen. In this way this 
typology can serve as a tool in the evaluation of this policy, by means of the following 
questions: 
 
• How can the policy problem be characterised? 
• How can the chosen solution strategy (: realisation of policy objectives) be 

characterised? 
• Is the chosen policy strategy appropriate for this policy problem (: for the problem 

contents as experienced by politics/CAB and interviewees)?  
• Does the policy or the CAB solve the problem, or does it find a solution for the 

wrong (a different) problem? 
• If the chosen policy strategy is wrong; what approach is more appropriate 

(according to the typology)? And as subquestion: what is the most appropriate role 
of scientists/advisory committees in that approach? 

 
1.2.1. Extrapolation of theoretical framework in the light of this study 
 
Regarding the last subquestion an additional element from the typology is of 
importance. This element concerns the role of science and scientists in the different 
types of problems. Here too a distinction can be made for the various roles that 
science fulfils in the various types of problems (Groenenwegen et al., 1998): 
 
In an unstructured problem science usually has the role of supplying information 
about a problem. Exactly because there is little consensus about the problem and the 
policy aim, the principal task of science is to point out the dissensus and to 
deconstruct and clarify the problem. This task in itself is not yet a sufficient condition 
for problem structuring. That is, this structuring presupposes an inventory, 
confrontation and, where this is possible, integration of diverse views on the problem. 
Moreover, there also has to be room for the input of non-scientific, practical 
knowledge by the actors (stakeholders) involved in the problem.  
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Table I.4: The role of knowledge and power in the policy with regards to the four problem 
types. 

Consensus  
about values: 

 
Consensus 
about facts: 

No Yes 

No Unstructured problem 
Policy as learning process 
Science as problem informer 

Moderately structured problem 
Policy as negotiation 
Science as advocate 

Yes Badly structured problem 
Policy as pacification 
Science as mediator 

Structured problem 
Policy as regulation 
Science as problem solver 

 
In a moderately structured problem science fulfils the role of advocate. This type of 
problem is no longer technical, but political in nature. The disagreement does not only 
extend itself to the policy means but also to the problem itself. In this type of problem 
parties try to mobilise the public opinion for their own position and for this purpose 
they use all scientific information that suits them. In this type of policy process 
scientists have the role of advocate of a particular position. Their task is to increase 
the credibility of a certain position, which in practice, however, usually has the 
consequence that in this type of problem the status of scientists is generally lower than 
in a ‘technical,’ structured problem.  
 In a structured problem science fulfils the role of problem solver. Structured 
problems are exact, technical problems and the status of scientists is high. The policy 
is actually determined by the expert-advisor, whose judgement on the desired solution 
to the problem is seen as ‘the truth’.  
In a badly structured problem science fulfils the role of mediator. Here science fulfils 
a depoliticizing role. Bringing up possible win-win situations (after research) fits with 
this role. This can prompt stakeholders, which at first were diametrically opposed to 
each other, to collaborate. 
 
In the presented study on the regulation of genetic modification of animals it is 
important to recognise that a particular appropriate role of scientists in the policy 
process not only belongs to a certain type of problem, but that this role should also be 
organised in the right way in the policy process, and built into the policy structure. 
Additionally, one has to keep in mind that, depending on the type of policy problem, 
science is not the only source of knowledge that the government requires in the policy 
process. Practical knowledge and ‘lay knowledge’ can also be needed, particularly in 
unstructured policy problems. In the day-to-day practice scientists therefore share, not 
seldom to their dismay, their power as being a `source of knowledge` with non-
scientistsxxiii. Furthermore, as was mentioned already, in the context of certain 
(moderately structured) problems science is seen as a source of interests, rather than as 
a source of knowledgexxiv.  
                                                 
xxiii In the context of advice on practical problems it is not uncommon that scientists do not have a 
dominant position as advisor. Even in policy problems that the scientific community itself views as a 
structured (technical) problem, it can happen that the ‘advisor’s power’ in the policy process has to be 
shared with interest groups. 
xxiv It furthermore has to be kept in mind that science as a phenomenon is not a monolithic block; 
different fields of science represent different fields of knowledge, which may be quite disconnected 
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1.3. Research methods 
 
To gain insight of the policy practice and its interaction with society, data was 
gathered along different tracks. This data collection took place in the period from the 
end of 1999 until May 2001. During this period an advisory committee, provided 
feedback to the study. For the purpose of this study public documents of the CAB 
were examined, interviews were held with professionals and citizens, and a media-
analysis was carried out. As these information sources formed the basis for the 
analysis of the policy practice, this chapter will give further details about the 
methodology in which data were gathered and processed.  
 
1.3.1. Public CAB documents 
 
The ‘case’ solutions that are being generated by an advisory committee as an answer 
to social-ethical issues and to decision-making debates, can take the form of decision-
making ‘norms’. In these solutions, philosophical considerations are contextualised by 
current legal, scientific and social knowledge. Many times the CAB has had to 
develop in her advisory work a new norm for situations in which the government did 
not have to act before. After all the CAB had been given the task to ethically assess a 
new phenomenon, animal biotechnology. At the first project evaluation, the 
committee obviously did not yet have a clear view on a broadly supported morality on 
the subject. The review at that first moment in time did thus still contain a large 
number of `preliminary` constructions. From their review of the first licence, 
application until the later applications lies a path of development in which, ‘case-by-
case, step-by-step’, the construction of norms takes shape. The analysis below 
describes which ‘norms’ the CAB has developed along the course of its deliberations, 
and what form these norms eventually got. The most important sources for this part of 
the study are public CAB documents, such as case advice and reports of hearings from 
the period of 1997 to 2000. 

A picture will emerge from the norms developed by the CAB  regarding which 
aspects of the policy problem  can be labelled as being unstructured (untamed) or 
structured (tamed).xxv In other words; which aspects were dealt with relatively quickly 
by substantive consensus decisions, and which aspects constantly returned as 
problematic or were (implicitly) ignored. Unstructured aspects of the problem can 
after all lead to dissent, but also to making a type III error: finding a solution for the 
wrong problem. This solution then does not take away the problem, but ignores it.  

                                                                                                                                            
from  each other, or can even be in contradiction with each other. Also, within one and the same branch 
of science different disciplines can be in conflict with each other about facts and even values. An 
example of this is the difference of opinion that existed in the nineties between ecologists and molecular 
biologists about the environmental effects of genetically modified organisms. Also, the kind of 
knowledge that science focuses upon varies per field of science. A clear example of this is the 
difference between the natural sciences, focused on factual, quantitative knowledge, and the humanities, 
relatively more focused on qualitative knowledge and narratives. 
xxv When aspects of the problem prove to be unstructured, then the problem as such of course still has to 
be labeled as an unstructured problem, even though some other aspects of the problem may have been 
structured (solved). 
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Another way of (temporarily) ignoring the problem is by avoiding substantial 
choices by way of procedural decisions. It can make good sense to opt for a procedural 
decision; for example when relevant case information, to base a substantial choice 
upon, is (still) absent and thus a condition for careful monitoring seems to be wise. In 
such cases there may only be factual uncertainty and, perhaps, not even dissent. 
Procedural decisions can then embody prudential norms (: cautious, controllable 
handling of risks) that everyone agrees upon. However, they can also be used to mask 
both factual and value dissent. They are then used as a way to enable a pragmatic, 
non-committing way forward that allows one to ‘agree to disagree’, at least for the 
present time.xxvi Either way, procedural decisions are also good indicators that one is 
dealing with a problem that is not structured.  
 
A classification scheme as heuristic tool to identify ‘unstructuredness’ 
The clearest manifestation of 'unstructuredness' –  open dissent – is easy to identify. 
Type III errors and procedural decisions however do not label themselves as such.xxvii 
As a heuristic tool to identify unstructuredness (controversy), a classification scheme 
was used that helped detect whether ‘type III errors’, procedural decisions or 
substantial choices were made.   

In the policy practice examined here the actual output of the policy is not so 
much characterised by physical procedures or products, as by (linquistic) advice in 
reaction to applications and objections. The focus in identifying type III errors was 
therefore on finding cases in which ‘the question of the problem’ and ‘the answer of 
the solution’ did not connect in a logically correct way, while this was not recognised 
as such. This is most clearly the case when arguments are used to support a solution, 
while these are not directly relevant/conclusive in relation to the problem or are 
factually incorrect /implausible. In the light of the ‘linquistic’ nature of the 
manifestation of the type III errors in this case they are specified in this report as 
‘semantic shift.’ This indicates that the argumentation possesses a deficient validity, 
as a result of which the proposed solution eventually does not or not sufficiently 
encompass the problem at hand.  

The other two, more straightforward, possibilities are simply labelled choice 
and procedure in the classification scheme. Thus in the analysis of CAB norms three 
main types of norms are distinguished: 

 
I choice: the committee makes a systematic choice from among many options and in 
doing so clarifies the establishment of an ethical judgement on biotechnology in 
animals. 
II procedure: the committee cannot come to a conclusion, and establishes a procedure 
under which the problem can be kept under attention, which may then lead to a choice 
at a later moment in time. 
III semantic shift: the committee sets up a prima facie satisfying argumentation, 
which, however, at closer analysis does not solve the dilemma but obscures it, because 
the argumentation does not give a real answer to the question that the dilemma 
raisesxxviii. 
                                                 
xxvi This is not exacly the same as a type III error, since no substantial solution is chosen. 
xxvii Procedural decisions not in the least because they are not necessarily regarded as problematic; such 
as in cases where they are employed as prudential norms. 
xxviii Also included in the last category are cases in which the committee circumvents the dilemma or the 
controversy by not addressing it at all. It is, however, very difficult only on the basis of public 
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Of course, as in any qualitative classification, there is room for interpretative 
differences as to whether a particular aspect of advice is a substantial choice, a 
procedure or a semantic shift. Such interpretative differences were minimised by 
analysing the classification with colleagues and discussing it with the advisory 
committee. Also, the classification was primarily used as a heuristic tool to identify 
unstructuredness. As part of the process of triangulation, the findings were compared 
to, and corroborated by, other independent sources of information (see below) that 
were used for this study.  
    
1.3.2. Interviews with professionals 
 
The exact influence of the deliberations of the CAB on the development of a public 
morality with respect to biotechnology in animals is very difficult, if not impossible, 
to determine empirically. What can be described is the way in which leading figures in 
the debate, such as representatives of industry and science, interest groups, media and 
government, have reacted to the presence of the CAB and its output. Interviews and 
articles from the press formed the most important information sources for this part of 
the study. With these sources a qualitative analysis was made regarding the question 
whether, and, if so, how, actors show in their actions and deliberations that the 
existence of the CAB affects their thinking.  
 The confrontation of the viewpoints of interviewees with the actual norms set 
by the CAB will also clarify the question whether all aspects of the problem as 
brought forward in the interviews, can also be found in the norms of the CAB. In this 
way, in conjunction with the public CAB documents, it can also be investigated 
whether additional contextual legal, procedural or political constraints restricted the 
ethical discussion in the CAB. If this is the case, then it can also be reconstructed what 
consequences this had for the opinion of the CAB.  
 The triangulation of these data gives an indication of the way in which the 
committee as an entity, and its members individually, have functioned in practice; 
both in the debate on a policy level as in the general debate in society. The way of 
functioning, and specifically the degree in which society and the actors involved had 
confidence in the functioning of the CAB or the government, is again of influence on 
the effectiveness of the CAB as an instrument to solve a social controversy. The 
discussion in society about genetically modified food showed for example that the 
opposition against this development is also connected with a lack of confidence of 
citizens in the government and policy makers (Durant et al., 1998). 
 
In the Summer of 2000, 24 experts were interviewed who are involved in one way or 
the other with the governmental policy concerning biotechnology in animals. The list 
of interviewees is given in appendix 1. The main and central questions of these 
interviews, which were conducted as semi-structured interviews, were: 
 
1. To what extent has the moral position of the animal in relation to 

biotechnology been  
strengthened and/or clarified by the activities of the CAB? 

                                                                                                                                            
documents to survey this variant. It would require analysing  the (not public) minutes of the meetings. 
This form is therefore not included in this report. 
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2.  What has been the contribution of the CAB to the stimulation of the debate in  
society and the achievement of public support (: consensus) for the 
interpretation of this issue. 

3. Which moral objections are specifically part of biotechnological procedures 
 with animals? 
 
The first two questions are directly relevant for the research question whether or not 
the objectives of the policy have been met by the CAB assessment. The third question 
is also connected to this, though more indirectly, but was also meant to gain insight 
into the perception of actors on the nature of the policy problem: to what degree do 
they experience this as an (un)structured problem? 
 The above-cited questions were part of the semi-structured interviews in the 
form of underlying sub-questions. These questions are listed in appendix 2. 
 
1.3.3. Feedback from citizens 
 
In order to obtain  more insight into the attitudes of citizens with regard to the policy 
problem and the policy practice, this group was specifically approached. Comparison 
of their considerations with those of the CAB (as come up in the norms) and those of 
professionals (the third main question in the interviews with professionals) gave an 
indication as to what extent the formal assessment framework and the policy practice 
were in line with the considerations that lived in society.  Some  consistency should be 
essential  to obtain public support for the chosen policy approach of the problem 
(second main question in the interviews with professionals).  
 At the end of 2000, semi-structured interviews were held with five citizens 
(questionnaire listed in appendix 3). Furthermore, a focus group meeting was held 
with seven citizens, to trace their considerations with regard to genetic modification of 
animals and its regulation by the government. As preparation for this meeting these 
citizens received a leaflet from the Dutch Foundation ‘WeTeN’ about animal 
biotechnology (WeTeN, 1997). During the meeting a selection of  CAB norms was 
discussed with the citizens (see appendix 3). The group was varied in age, sex and 
domicile, to reflect Dutch society, although this was obviously only possible to a 
limited extent, considering the group`s small size. 
 
1.3.4. Media analysis 
 
In order to obtain more insight into the contribution of the CAB to the societal debate 
on animal biotechnology (second main questions of the interviews with professionals), 
a media analysis was also carried out. For both pragmatic reasons as well as reasons 
regarding content it was decided to carry out a focussed analysis of the coverage in the 
media of animal biotechnology. An inventory was made of the frequency and contents 
of reports about animal biotechnology in the written press, in the period from January 
1997 to January 2001 (the year of creation of the CAB until the evaluation of the CAB 
in parliament).  
 The data collection made use of the collection of newspaper cuttings of the 
Dutch Society for the Protection of Animals. As being a major societal organisation 
that is critical regarding animal biotechnology, it pre-eminently picks up generally 
accessible articles from the written press on the discussion in society, the statements 
of scientists and particularly the concerns in society about biotechnology in animals. 
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In its collection of newspaper cuttings articles from national, regional and the more 
important local newspapers appearxxix. One can expect a certain amount of 
misrepresentation in a collection of newspaper cuttings from this animal protection 
organisation, in the sense of an overrepresentation of critical rather than positive 
articles. However, that is not a serious problem for this analysis, because it is 
attempted here to get a global picture on how the concern of society is reported in the 
media. It is specifically (the articulation of) this concern that has led to the creation of 
the CAB, and the legislative task to stimulate  discussion and to reach consensus in 
society about biotechnological  procedures that are acceptable or not. 
 
1.3.5. Analysis of research results 
 
The results of the different components of the study have been analysed individually 
and in connection with each other in order to find an answer to the general research 
question. This analysis starts with a detailed analysis of published arguments by the 
CAB and moves up to a meta-analysis of the policy practice.   

Regarding this specific topic there are several methodological pitfalls and 
constraints. In the ideal world, evaluation of policy and policy instruments is assessed 
against predefined outcome criteria and process criteria, e.g. the goals and time/budget 
constraints. However, in the case of a policy instrument, in this case the CAB ethical 
review that was given the task to develop an evaluation framework, it is less clear 
what the outcome criteria have to be, especially regarding multi interpretational terms 
like  ‘clarification’, ‘strengthening’, ‘stimulation of debate’ and ‘societal consensus ’. 
Process criteria on the other hand, seem to be more adequate to assess the functional 
aspects of the CAB within the broadly defined policy line to `pursue animal 
biotechnology only in the absence of alternatives, with caution and with due respect to 
animals`.   
 
In this part the main point of the analysis is the identification of structural influences 
on and obstacles to the policy practice, and the question of how these can be managed. 
 For this analysis, pragmatic evaluation criteria were used to determine the 
degree of realisation of the policy objectives. What has been determined, amongst 
other things, is the degree in which the CAB assessments have made a significant 
contribution to the creation of knowledge  regarding the ethical aspects  of animal 
biotechnology, which can be used in public policy. Also measured has been to what 
degree it has realised a framework for ethical review, which is perceived by the target 
groups of professionals and citizens as sufficiently clear and meeting the 
requirements. This provides a pragmatic criterion to judge to what extent the CAB 
assessment has contributed to the desired clarification. Likewise, the contribution of 
the CAB to the public debate and support has been pragmatically evaluated.  
Without an official point of reference, evaluation of the degree of strengthening of the 
position of the animal, is more problematic. This policy objective is strongly related to 
a number of legal and ethical principles . In particular, the ‘no, unless’ policy principle 
needs to be mentioned here. It is based on the legal recognition of the intrinsic value 
of animals. However, the legislator has not clearly stated how this ‘theoretical’ 
principle should be applied in practice, and whether the mere application of this 

                                                 
xxix The less accessible, purely policy or legally oriented articles will not be found in this collection, but 
these also form in only a lesser degree an actual input for the broad debate in society. 
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principle fulfils the desired strengthening of the position of the animal. Usually, by  
applying this principle to cases, the jurisprudence constitutes the standard.  Therefore, 
the analysis has been focused on the relevance of the ‘no, unless’ principle to set the 
standard for strengthening, and on the perceptions of stakeholders on strengthening. 
 
The elements out of which the study was thus constructed are represented in figure I.1.  
 
 
   conclusions and recommendations 

Figure I.1: Research method 
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Chapter 2 

Contextualization of the Dutch policy  

framework on biotechnology in animals 
 
 
 
There has been an exceptionally long history before the review task of the CAB was 
established. The interpretation of this assignment by the CAB, and the reactions upon 
it from social actors, are therefore difficult to understand if they are not placed in their 
historical context. In this chapter, the most relevant facts that preceded the CAB 
review will be discussed briefly.  
 
 
2.1. History and development of policy framework 
 
The social, political, and policy developments that eventually led to the creation of the 
CAB under the Animal Biotechnology Decree are quite complex. In this section, only 
those steps in the process are discussed that are of importance to this study. They are 
discussed “via” the official documents that mark and specify the important steps 
taken. Additional information can, however, be found in the publications by Brom 
(1998), Visser and Verhoog (1999) and  Schroten (1998). Specifically, the historical 
development of key concepts that raised difference of opinion (and which appear to 
last up untill now) will be described. In particular, the interpretation of concepts such 
as ‘intrinsic value,’ ‘integrity,’ and ‘no, unless.’ First an attempt is made to clarify  the 
historical and legal points of references of the ethical review framework, that the CAB 
was supposed to apply, in its inauguration in 1997. Second, the intended role for the 
‘policy instrument CAB,’ as defined in official documents, will be described.  
 
An important moment in the history of the development of the current Dutch policy 
with regard to animal protection is the publication of the Memorandum on 
Government and Animal Protection (Nota Rijksoverheid en Dierenbescherming). In 
this document the intrinsic value of the animal is mentioned for the first time. 
 

“The policy on animal protection will have to be developed by proceeding 
from the recognition of the intrinsic value of the individual animal. The policy 
will have to be directed towards protecting the animal as much as possible 
against human procedures that harm its physical and ethological welfare. This 
means in practice that humans will continuously have to render account of the 
acceptability of their procedures with regard to animals. The interest of the 
animal will have to be included in a conscious assessment process.” (italics 
LP). (Ministry of Culture, Recreation and Societal Services,1981).  

 
This memorandum marks the turning point in thinking about the relationship of 
humans with animals. For the first time a so-called zoocentric rather than an 
anthropocentric moral frame of thought was taken as the point of departure for animal 
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protection legislation. Where before in an anthropocentrical framework the protection 
of the moral feelings of other humans formed the basis of animal protection, here for 
the first time an explicit choice is made for the recognition of the interests of the 
animal itself, which are deemed to deserve legal protection. This ‘zoocentric’ 
recognition of the intrinsic value of the individual animal is mentioned in several 
governmental documents in the years that follow. In this period the government also 
puts forward that this recognition should not be interpreted as if the interests of 
animals will always prevail when these are balanced against other interests 
(Memorandum, 1984). 
The recognition of intrinsic value again became of relevance when, at the end of the 
1980s, the discussion about animal biotechnology started in Dutch society. Although 
this discussion was at first directed at the use of biotechnology for farm animals, the 
(temporary) Ethics and Animal Biotechnology Advisory Committee widens the scope 
of the problem to include laboratory animals as wellxxx. The minister of Agriculture 
(Mr. Braks) created this committee in April 1989, and it also became known as the 
Committee Schroten I, after its chair. It published its Opinion in May 1990 
(Commission of Advice, Ethics and Biotechnology for Animals, 1990). In this 
Opinion attention was drawn to the fact that certain aspects of animal biotechnology, 
especially transgenesis and embryonic techniques, signify a break in the trend with the 
existing practices. The committee considered it important that in these areas a ‘no, 
unless’ policy is pursued. It also asked the question whether genetic modification does 
not amount to a violation of natural ordering principles. In its report the committee 
itself gives the answer to this question: 
 

“Biotechnology, in particular the possibility to “make” new life forms, the 
breaking of species barriers and the loss of genetic variation, is considered by 
many in society to be a violation of nature’s values, which conflicts with their 
philosophy of life. A need is felt to do more justice to the (cultural) 
philosophical and ethical aspects of this matter in the discussion about the 
policy that should be pursued in the field of biotechnology.” 

 
According to the committee the values that are liable to be pushed aside because of 
biotechnology are: 
a.  Nature values such as homeostasis (self-regulation), genetic variation, integrity of 

the individual and the ordering into species.  
b.  Intrinsic value of animals in terms of health and welfare. 
c.  Health of humans and environment. 
d.  Protection of the environment. 
e.  Philosophical considerations in terms of creation and evolution. 
 
In its report the committee further remarks that a ‘no, unless’ policy implies that an 
ethical review framework and related criteria exist, which enables an assessment of 
the actual biotechnological procedures. The committee indicates the principles and the 
assessment elements that should constitute, in its opinion, this ethical review 

                                                 
xxx The public discussion in the Netherlands about biotechnology in animals was defined to a large 
extent by the research on the production of medicinal proteins in the milk of cattle, which, at first still in 
collaboration with a governmental agricultural research institute (DLO), was carried out by the 
company Pharming (at that time called Gene Pharming Europe). See also  2.3. 
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framework. The committee distinguishes six principles, of which the first four are 
‘translations’ of principles that are commonly used in the broad field of medical (bio-) 
ethics:  
1. Autonomy: respect for the urge to survive and the individual animals’ own 

possibilities to realise this. 
2. Doing good (Beneficence): concern for the health and welfare of animals. 
3. Doing no harm (Non-maleficence): not cause damage to animals, not take risks 

with animals, demonstrate that there is a necessary reason to inflict harm or to take 
risks. 

4. Justice: the end has to justify the means. Unnecessary harm should not be inflicted 
and risks should not be taken unnecessarily. 

5. Correction principle: always act so that you can correct the consequences of your 
acts. This basic principle is of importance with regard to the possibility of 
irreversible consequences. 

6. Controllability principle: Because of the far-reaching consequences of 
biotechnology on the mentioned problem areas, public information and effective 
democratic control is required. 

 
With respect to the evaluation of the acceptability of specific projects, the committee 
distinguishes three phases: 
1.  Obtaining facts concerning the project. 
2. Estimating the consequences. 
3. Balancing values. 
 
First of all the review authority should have to evaluate whether the project’s file 
contains the factual information necessary to make an acceptable estimation of the 
consequences of the project. According to the committee the estimation of the 
consequences itself predominantly has the nature of a technological aspects study, 
directed at the consequences for the values identified by the committee. With all of 
this information an assessment can be made that chiefly has the nature of an ethical 
aspects study. In this assessment itself, three phases can be distinguished: 
 
a. An analysis of values and principles that are at issue. 
b. Determination to what extent these values and the principles that aim to protect 

these values, are infringed upon. 
c. Balancing the interests in order to evaluate whether the violation of certain 

 values is justified or not.  
 
Subsequently, conclusions can be drawn based on what has been determined and 
assessed. 
 
This report thus forms the first basis for the review framework. Of relevance for this 
study is the observation that in the report religious and 'world view' considerations are 
mentioned as a 'value' at stake , but this value does not explicitly return in the review 
framework. The principles of autonomy and justice were translated to the animal 
context in such a way, that they received a different content than they have in the 
human, medical context (where they stand for the right to self-determination 
(operationalised as “informed consent”) and the principle of ‘equal treatment in equal 
cases,’ respectively). The justice principle is translated here as a sort of principle of 
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proportionality, as a result of which this principle translates into a basis for a 
utilitarian calculus of the consequences (: the advantages must weigh up against the 
disadvantages). Also significant is the fact that the correction principle is explicitly 
mentioned here. This principle prescribes that biotechnological procedures should not 
cause irreversible consequences. The policy scientist Collingridge (1981) has worked 
out this principle as an answer to cope with the ‘dilemma of control’ in decisions 
about technological developments that are characterised by great uncertainty with 
respect to the (social) consequences. In addition, the German ethicist Rendtorff (1990) 
has also included in this principle the dimension of responsibility for these 
consequences. The principle corresponds to what is also known as the ‘precautionary 
principle,’ and the correction principle was later also cited as such ( Brom and 
Schroten, 1998). The committee, however, did not explicitly give its opinion on how 
to act when there is doubt about the (ir)reversibility of the consequences that appear in 
specific biotechnological procedures. It did state that ‘transgenesis, cloning and the 
creation of chimera are, however, so untested that concern about unforeseen 
consequences is well-founded.’ A last interesting aspect of the report is the way 
intrinsic value has been discussed. The committee remarks in the chapter on 
assessment elements that ‘the possible violation of the intrinsic value could be 
measured as: pain, illnesses and ailments, damage, behaviour and health’ (italics LP). 
In one of its conclusions, the committee further remarks that biotechnology is also 
problematic because ‘violation can take place of the intrinsic value of the animal’ 
(italics LP). Intrinsic value is thus interpreted as a concept that can be physically 
quantified, in biological parameters. 
 
Preceding the publication of the report of Schroten I, in the discussion of the Animal 
Health and Welfare Act in April 1990 an amendment by members of parliament Van 
Noord (Christian Democrats - CDA) and Swildens-Roozendaal (Social Democrats - 
PvdA) is then already adopted by the government. In this amendment it is proposed 
not to lay down explicitly what is acceptable, but instead to choose a procedural 
approach to the problem. This amendment legally lays down the procedure that 
biotechnological procedures with animals can only take place after an ‘ethical review.’ 
During the discussion about this amendment it also becomes clear that the majority of 
parliament does not want an absolute ‘no’ against animal biotechnology research. It 
wishes a ‘no, unless,’ in which the government can keep control of the direction in 
which the research will go, by means of a ‘case by case’ evaluation of the 
biotechnological research. 
 The official government standpoint on the report of Schroten I was published 
in November 1991 (Letter from the minister of Agriculture, Nature and Food Quality 
dd. 28 November 1991). The government confirms here that it will employ a ‘no, 
unless’ policy and agrees for the most part with the review framework proposed by 
Schroten I. The objectives which the government has in mind regarding the review 
system were also formulated. Via the review system opinions, norms, and values in 
science and society can keep pace with the developments that biotechnology confronts 
us with. Also, via the review system undesired developments can be timely stalled and 
it can help clarify and strengthen the moral position of the animal. Lastly, it should 
provide material for the confrontation of opinions that exist in a multiform society and 
for the public discussion about these opinions. Parliament accepted this governmental 
standpoint.  
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 Thus, at that time the aim was that the review system would facilitate public 
participation in order to enable society to influence the direction of animal 
biotechnology in a meaningful way. The protection of the interests of animals was to 
be the point of departure for this direction.  
 
In order not to create a ‘review vacuum’ until the new Animal Health and Welfare Act 
(GWWD) would come into force, the minister created the ‘Preliminary Committee 
Ethical Assessment of Genetic Modification of Animals’ in the Spring of 1992. This 
committee, also known under the name Schroten II, had to advise the minister in 
carrying out actual assessments and in building up the expertise for the interpretation 
of section 66, chapter IV “Biotechnology” of the GWWD (Animal Health and Welfare 
Act,1992). This section, in which the prohibitory rule for biotechnological procedures 
with animals (the ‘no, unless’ policy) is mentioned, indicates (in paragraph 3) under 
which conditions an exemption of this prohibition can be granted: 
 
“A licence as meant in the first paragraph is only given if according to the judgement 
of our Minister: 

a. the procedures do not have unacceptable consequences for the health or the 
welfare of animals and 
b. there are no ethical objections against the procedures”  

 
The committee Schroten II was furthermore given the task to stimulate public 
discussionxxxi. It was also decided to set up a Council for Animal Matters with a 
division on biotechnology in order to advise the minister on main lines. This Council 
had to consist of representatives from stakeholder organisations. 
 
In September 1992 the Committee Schroten II presented its Opinion (: publicly, as 
advocated earlier by the committee) on the ongoing experiments of Gene Pharming 
Europe on the production of lactoferrin in the milk of bovine animals. In its Opinion 
the committee states that it considers the case by case approach a good interpretation 
of the ‘no, unless’ policy. In its Opinion the committee also specifies how review 
according to this ‘no, unless’ policy should be carried out.  
 
• In the first phase of the analysis it is examined whether the objectives are 

sufficiently important to consider an exemption from the ban on transgenesis, 
including the use of transgenic animals, in the framework of the ‘no, unless’ 
policy. 

• If this is the case, then in a second phase it is examined whether the unintended 
consequences of the research can meet the conditions under which the research is 
morally acceptable. Based on this examination the conditions are formulated 
under which an exception from the prohibition is morally justified.  

• [In this system it is first] examined whether there are good arguments to annul the 
‘no, unless’ policy. Should this be the case, the evaluation shifts to a ‘yes, if’ 
procedure in which it is examined under which conditions a ‘yes, if’ is acceptable. 

                                                 
xxxi In its report the Schroten I committee had already emphasized the importance of the public 
discussion about the ethical questions that animal biotechnology gives rise to. 
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In this system the principlesxxxii are employed in the subsequent steps (Provisional 
ethical commission assessing genetic modification of animals, 1992). 

 
The committee further indicates that this first substantive advice forms the foundation 
for the evaluation of future dossiers. However, as the committee is internally divided 
on this case in a majority (: acceptable) and a minority (: not acceptable) position of 
five against three, it remained unclear how the committee would rule in practice on 
other cases.  
 
The Opinion generated much discussion in society, and also triggered  further studies. 
Thus a study by NOTA (currently the Rathenau institute) goes at length into the 
question of what exactly the substantive meaning of ‘no, unless’ policy is. The 
authors, Fretz and Sterrenberg (1993), came to the conclusion that the ‘no, unless’ 
seems to be multiply interpretable. It cannot be excluded that a ‘no, unless’ can also be 
interpreted as a ‘yes, if.’  
 The ‘no, unless’ can be understood as a definitive moral judgement which 
implies that genetic modification of animals is morally unacceptable (‘no’) and that 
one can only deviate from this conclusion in exceptional cases (‘unless’). It can, 
however, also be explained as a more or less definitive ‘yes, if’ which implies that 
genetic modification of animals is morally acceptable (‘yes’), provided that the health 
and the welfare of the animal is not harmed too much and there are no other important 
ethical objections (‘if’). The authors point out that the problem raises fundamental 
questions about the role of government. They draw the conclusion that the government 
has to navigate between ‘laissez-faire’ and active ideological interference until the 
discussion in society about the subject has reached a final stage. In the short run, the 
government ought to work with a preliminary, reversible position, and ought therefore 
not to commit itself completely to ‘no, unless’ as point of departure. 
 
Schroten II Position paper Alternatives 
In 1993 the Schroten II committee published the position paper ‘alternatives,’ which 
shows that the committee is internally divided on the argumentative frame to assess 
whether a realistic alternative for biotechnological procedures with animals exists 
(Provisional ethical commission assessing genetic modification of animals,1993). Part 
of the committee advocates a step by step evaluation. In this step by step evaluation it 
is first determined whether a realistic alternative is available, while in the meantime 
the ban is being upheld. If this alternative is indeed available, a further assessment of 
the transgenesis experiment is no longer necessary and the ban keeps existing. Only 
when there are serious doubts about the feasibility and desirability of this alternative, 
it is being weighed against the transgenesis experiment, as proposed in the integral 
approach (see below). The supporters of the step by step approach within the 
committee motivate their standpoint in this on a strict interpretation of the ‘no, unless’ 
policy. 
 The other part of the committee supports an integral approach. They are of the 
opinion that: 
 

                                                 
xxxii These are the principles of the review framework, that is, the principles of autonomy, doing good, 
doing no harm, the justice principle, as well as the correction and the controllability principle. 
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“In the appraisal of the question whether a possible alternative is also a 
realistic alternative, such an alternative cannot be evaluated separately from 
the remaining aspects of the case. ... The requirements that a possible 
alternative has to meet, can be influenced by those aspects of the assessment. 
The choice for an integrated approach is also motivated by the ‘no, unless’ 
policy, but on the basis of another interpretation. In this interpretation an 
exception to the ban can be made when there are sufficiently good reasons to 
do so.” 

 
Despite the fact that internally different views were held, there was agreement on four 
points of departure in the evaluation framework for alternatives: 
1. In the evaluation of an alternative one should not only look at the usually 

limited, actual experiment. One should look at the goal that in principle 
justifies the experiment. This can be the more distant goal at which the whole 
project is directed. In the case of Herman this is for example the production of 
vital biomedical medicines and not only the production of Lactoferrin. 

2.  For the purpose of evaluation of an alternative it is necessary that the more  
distant goal is distinctly described in the file that the applicant has submitted,  
and also that the specified relationship between the experiment at hand and the  
more distant goal is formulated.  

3. An alternative that has been developed or even commercialised, can in 
principle refute the justification of a transgenesis experiment with animals, 
unless this alternative deviates in a strongly negative manner. 

4.  An alternative in a less advanced stage of development can refute the 
justification of a transgenesis experiment with animals, if the alternative 
deviates in a strongly  positive manner. 
 

A study by Fretz and Vorstenbosch (1994) further discusses the normative-ethical 
dimension of the question ‘what is a realistic alternative?’xxxiii. In this study the 
authors also discussed the review framework used by the Schroten II committee. They 
criticise the use of the principle of autonomy, because animals are not autonomous in 
the normal sense of this concept in bioethics. They do recognise that animals have an 
intrinsic value and that their integrity is a value that should deserve its full 
recognition. They suggest that, as a separate principle, ‘respect for the integrity of the 
animal’ could be added to the review framework.xxxiv In December 1994 the by then 
inaugurated Council for Animal Matters (Raad voor Dierenaangelegenheden) 
proposed in response to this report to add ‘respect for the genotypical and 
phenotypical integrity’ as a separate principle to the review framework. It also 
proposed to explicitly recognise the intrinsic value of the individual animal as moral 
point of departure.  
 
In 1994 and 1995 several other studies and workshops followed, in which it became 
clear that massive differences of opinion still existed with regard to the content of the 
review framework. When in 1995 the outlines of the Animal Biotechnology Decree 
                                                 
xxxiii This study shows how problematic it is to give an unequivocal answer to this question. A 
presentation of these problems is, however, will go beyond the current  overview. 
xxxiv They also propose not to define the principle of justice mentioned in Schroten I as ‘the goal should 
justify the means,’ but as ‘animal species that are biologically comparable (such as cows and mice) 
should be treated equally.’ 
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(ABD) and the tenor of its legal review of research became clearer, the resistance 
within the research community grew. Particularly the Royal Dutch Academy of 
Sciences (KNAW) insisted in a position paper on a ‘standard’ (‘yes, if’) like IACUC 
ethics review under the Animal Experimentation Law (WOD) (Commission of 
Transgene Organisms,1995). This document triggered the Ministry of Agriculture to 
organise a workshop in May 1996, in which the organisations involved discussed their 
differences of opinion. Agreement was then reached on the (high) aggregation level of 
the review, the so-called ‘unit for review’ (Dutch: ‘toetsbare eenheid’). The review as 
far as it regarded the content was not discussed in full at this workshop, because at 
that moment a committee of external experts still prepared a report on the review with 
respect to the content. This ‘Brom report’, named after its chairman, was written at the 
request of the by then renamed committee Schroten II, now called Committee on 
Animal Biotechnology (in formation) (Commission of external experts for the 
Biotechnology Commission in Animals,1996). The report meant to explain to 
researchers the assessment criteria that will be used in the intended review under the 
ABD, which will be carried out by this Committee on Animal Biotechnology (CAB). 
The report explains which steps the review will contain, which criteria will be used 
and what these amount to. As a result of the discussions about the contents of the 
integrity concept, a proposal was made in this report concerning the meaning of 
‘integrity of the animal’ in the context of the review. In doing so this report formed the 
basic document to obtain insight into the question how the legal CAB review will take 
place. The five steps and criteria that are described in the report are the following: 
1. Is there a vital or fundamental human interest involved? 
2. Is there unacceptable harm to health and welfare of animals involved? 
3. Is there unacceptable harm to the integrity of the animal involved? 

Three areas are proposed here in which the integrity of an animal can be more or 
less harmed: 

-  the physical and physiological wholeness (intactness) of the animal. 
-  the ability to function species specifically and the capacity to realise this  
   ability. 
- the ability of the animal to physiologically and ethologically keep its balance  

in a particular environment without intensive help from humans. 
4.  Are there realistic alternatives for the research project? 
5. Do the advantages and disadvantages weigh up against the damage and harm for 
 the animals involved?  
 
The report does not enter into detail about the quantification of the criteria to be used, 
because at that moment the debate about it was still ongoing. The CAB, in the form of 
its predecessors Schroten I and II, by then, however, had built up knowledge and 
experience concerning the issues, and the expectation was that, where necessary, 
additional interpretation will be given to the review framework. The Brom report did 
give the outline for the systematics to be used in the evaluation framework. According 
to this systematics, the questions of the first four steps have to be evaluated separately. 
The licence has to be withheld if the answer is ‘unacceptable’ to any of these four 
questions. In other words, it does not evaluate by an ‘integral’ balancing of all criteria 
together, but by passing through the evaluation framework step by step, in which for 
each individual criterion the question is asked whether an ‘unacceptable’ should be 
declared. Only for the last question about acceptability, in case the four previous 
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questions have not led to a negative result, a final proportionality evaluation has to be 
made between the moral costs and benefits.  
 
Overview of norms preceding the start of the CAB review 
At the moment, then, that the CAB starts advising in 1997 its predecessors have 
already articulated several norms (‘solutions’) about the ethical evaluation of 
biotechnological procedures with animals. Before discussing the norms of the CAB 
that have been identified in this study, it is important to clearly mention the norms that 
had already been made explicit at the commencement of their activities. After all, 
together, these norms marked the contours within which the CAB would operate. 
These norms are summarised in table I.7, together with the distinction of types of 
norms as described in the Method section (1.3.1).  
 
 
2.2. ABD policy framework and procedures 
 
The licensing procedure and the CAB came into force on April 1, 1997, as the result 
of the ABD coming into force. In the explanatory memorandum about the ABD the 
minister describes the objectives of the ABD, and the task of the CAB:  
 
Since argumentation about the ethical acceptability of biotechnological procedures is 
still developing, a step by step determination of what is acceptable has been chosen. 
Assessment of individual cases is necessary in order to eventually come to general 
rules in which the consensus in society about the acceptability of particular procedures 
is expressed. We can refer here to page 7 of the aforementioned cabinet standpoint on 
the report of the temporary advisory committee, in which two functions are 
distinguished of the individual assessment: 
- clarification and strengthening of the moral position of the animal with respect to 
biotechnology; 
- early indication, formulation and evaluation of problematic developments. In 
addition, the assessment has to provide the material for the confrontation of opinions 
that exist in our multiform society and for the public discussion about these opinions 
(Government Gazette 1997 5, p. 7). 
 
 
 
Table I.7: chronological historical overview of norms from the policy period preceding the 
CAB. 
Dispute Norm  Type of norm when / where 
What is “no, 
unless policy” 
 
 
 
What are harms 
to health and 
welfare? 

If the researcher can demonstrate that a 
substantial goal is served, then the “no” will 
be lifted. 
 
 
The criteria and terminology as used in the 
framework of the Animal Experimentation 
Law 

Choice + 
procedure 
(utility and 
burden of proof) 
 
Choice 
(consistency is 
sought) 

Schroten II 
 
 
 
 
Schroten II 
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* here a negative reply to any of the five criteria already leads to a rejection of the licence application 

Dispute Norm  Type of norm when / where 
What are ethical 
objections? 
 
 
 
 
 
 
 
 
 
 
What is a realistic 
alternative? 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Evaluate 
according to 
which review 
model? 
 
 
 
What is harm to 
intrinsic value?  
 
 
What is harm to 
integrity? 
 
 
 
What is a ‘unit for 
review’? 

Matters that are incompatible with the moral 
principles: 
1) Respect for autonomy 
2) doing good 
3) doing no harm 
4) justice 
5) correctability 
6) controllability 
aspects that are incompatible with 
philosophies of life 
 
 
1) In the evaluation of an alternative one 
should not only look at the usually limited, 
actual experiment. One also has to look at 
the goal that in principle justifies the 
experiment. 
2) The specified relationship between the 
actual experiment and the more distant goal 
has to be formulated.  
3) An alternative that has been developed or 
even commercialized, can in principle refute 
the justification of a transgenesis experiment 
with animals, unless this alternative deviates 
in a strongly negative manner. 
4) An alternative in a less advanced stage of 
development can refute the justification of a 
transgenesis experiment with animals, if the 
alternative deviates in a strongly positive 
manner. 
 
Review model Brom report∗ 
1) Substantial goal? yes/no 
2) irreversible damage to health and welfare? 
yes/no 
3) unacceptable harm to integrity? yes/no 
4) alternatives present? yes/no 
5) acceptability? integral balance yes/no 
 
At least damage to the integrity of the animal  
 
 
1) Physical harm (morphologically) 
2) Behavioural abnormalities (behaviour that 
is not species specific) 
3) Reduced ability to cope independently 
 
All those biotechnological procedures that 
are comparable with respect to: 
1) Objective 
2) Techniques 
3) Animal species 
4) Health and welfare aspects 
5) Alternatives 

Choice 
 
 
 
 
 
 
 
Choice 
 
 
 
Choice 
(definitions, 
criteria) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Procedure 
 
 
 
 
 
 
 
Choice 
(partial solution) 
 
Choice 
(definition) 
 
 
 
Choice 
(definition) 

Schroten I 
 
 
 
 
 
 
 
explanation ABD 
 
 
 
Working paper 
Alternatives 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Brom report + 
explanation 
application forms 
 
 
 
 
 
Brom report 
 
 
Brom report 
 
 
 
 
- Gentlemen’s 
agreeement 
Academy of 
Sciences, Society 
for the Protection of 
Animals (result of 
May 1996 
workshop) 
- Explanatory 
statement ABD 
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The ABD, in recognising that the policy problem and its societal acceptability is still 
`in flux` and needs to be clarified, thus recognises the unstructured nature of the 
problem ‘how to deal with biotechnology in animals.’xi However, the remit for the 
CAB as described in the ABD is subsequently formulated in such a way that the CAB 
is given a role as problem `informer` (a role appropriate in addressing an unstructured 
problem, but also a role as problem solver/evaluator (a role appropriate in addressing 
an unstructured problem).  
 
In the first year there was still a transitional arrangement for research that was already 
taking place, which included a shortened licence procedure (via the so-called “TVR-
procedure” – a temporary exemption regulation under which ongoing projects that 
already started before 1997 were reviewed in a shorter procedure), but after that year 
all research has been reviewed according to the so-called comprehensive public 
preparation procedure. What follows is a short description of the applicable licensing 
procedure. 

The CAB consists of nine members who serve on the committee in a personal 
capacity and who all represent a specific expertise in a certain field of science. They 
are thus formally chosen on the basis of independent, scientific expertise, and not on 
the basis of interest representation, social merit, or viewpoint. The scientific expertises 
represented are: 
 
- Human medical sciences 
- Laboratory animal science or Lab animal issues 
- Veterinary science or zootechnics 
- Social sciences 
- Medical or animal biotechnology 2x, of which 1x on the recommendation of the 

Genetic Modification Committee (COGEM) 
- Ethics 
- Ethology 
 
Besides these eight members there is a chairman. The chairman, prof. Egbert 
Schroten, in function during the period described in this thesis, has theology as 
scientific background. The CAB gives its Opinion on the acceptability of a certain 
experiment by an assessment, which is made by using five criteria: 
 
- Objective 
- Alternatives 
- Consequences for health and welfare 
- Consequences for the integrity of the animal 
- Acceptability of the biotechnological procedures (: proportionality appraisal) 
 
Neither the law nor an official CAB regulation prescribes exactly how the appraisal 
should take place as regards content. The Brom report did give the unofficial 
framework of the system of evaluation to be applied by the CAB, but this report does 
                                                 
xi  The unstructuredness of the problem also comes to light in the reactions to the ABD: Although at the 
time of installation of the ABD there w‡s reasonable agreement on a political level about the way of 
approach (: the current policy with ‘no, unless’ review), it was clear from the start that the most 
important target group; the researchers, but besides these also the animal protection organisations were 
very sceptical (as expressed in KNAW and RSPA position papers). 
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not give a quantification either. It is thus not the case that a certain negative effect x 
on the health of animals will automatically lead to a negative advice by the CAB. The 
‘undefinedness’ of the criteria and concepts used by the CAB was a reflection of the 
multiformity of viewpoints regarding the subject in society and in the academic world. 
As was described above the CAB was installed for the very reason to bring 
clarification to this multiformity.  
 This study revealed that the CAB  applies a system of evaluation that differs 
slightly from the Brom report. It uses a system of evaluation which looks very much 
like the system put forward in the Schroten II report, but now on the basis of the five 
criteria mentioned above. This system is represented in figure I.2. 
 

 
 
Figure I.2: current review system CAB 
 
Of the first two criteria the ‘unacceptableness’ or not is determined step by step. If the 
application meets both these criteria, then an integral appraisal still follows. In this 
appraisal the negative consequences for the animal are balanced against the 
advantages that the research aims at.  
 
The complete trajectory of the current licence procedure is furthermore as follows: 
 
1. A researcher submits an application for a licence to the ministry of LNV. 
2.  The ministry announces in the Government Gazette (Staatscourant) that it has 

received the application, and sends it on to the CAB. 
3.  The CAB gives its Opinion, whereupon the minister draws up a draft resolution. 

This draft resolution is open to public inspection at the LNV library in The 
Hague, which  is announced in the Government Gazette, the Algemeen 
Dagblad and NRC Handelsblad.xii The maximum allowable time to pass from 
application to draft resolution is set at 12 weeks, unless correspondence between 
CAB and applicant  about unclear aspects slows down the consideration of 
the application.  

4.  Citizens have 4 weeks time after announcement of the draft resolution to submit 
objections. In case of sufficient interest a public hearing is organised by the 
ministry of LNV. At this hearing representatives of the ministry and the CAB 

                                                 
xii  Since 2002 also on the LNV website. 
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are present. The licence applicant is not obliged to be present, but is always 
invited to be present by the ministry of LNV.xiii 

5.  The spoken (: public hearing) and written objections that are submitted to the 
ministry are sent to the CAB, which subsequently reacts to these and if deemed 
necessary drafts a second, revised Opinion. 

6. When the ministry has received the reaction to the objections and/or the second 
opinion, the minister draws up a final decision with regard to granting the 
licence. If this decision is positive, the applicant can start with the activities 
mentioned in the licence. However, within six weeks an appeal can be filed 
against this final decision at the Board of Appeal for Trade and Industry 
(College van Beroep voor het Bedrijfsleven). This appeal has a suspending 
effect, if this is also requested by those who appeal.  

 
The whole trajectory from application to final resolution formally takes six months at 
most, but in practice this can take much longer when there is a lot of correspondence. 
This is because the clock stops with respect to the legal deadlines, when the CAB 
requests extra information from the applicant xxxv. 
 

                                                 
xiii In practice the applicants are almost always present. 
xiv  This problem was already identified by the IKC evaluation study "Evalation of the Animal 

Biotechnology Decree"(Vliet and Tillie, 2000) . Also in an article in Cicero (Cicero, 26-01-01) the 
vice secretary of CBD states that the CBD  sometimes  made request in writing to applications for 
clarification, in order to prevent the lapse of legal deadlines due to the CBD 
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Chapter 3 

The decisions of the Committee on Animal 

Biotechnology 

 
 
 
In 1997 the committee starts advising projects under the so-called Temporary 
Exemption Regulation (‘Tijdelijke Vrijstellingsregeling – TVR) under which ongoing 
projects that already started before 1997 were (quickly) reviewed. Forty-six 
applications were submitted under this regulation. These applications are specified by 
the addition TVR and a serial number (for example, TVR25). Applications for new 
research were afterwards evaluated according to the so-called ‘elaborate public licence 
procedure.’ From 1997 to 1999 3, 11, and 13 applications respectively were submitted 
in this category. These applications are specified by a year letter (alphabetically, 
starting with an A for the year 1997) and a number; for example, application 12 in the 
year 1998 thus receives the number B12.  
 The Opinions of the CAB show that controversies which ask for a solution are 
brought up from four ‘sources’ (see figure I.3). First, the interpretation of norms 
already developed by the CAB’s predecessors, as well as the multi-disciplinary 
composition of the committee, generates controversies itself (:`which disciplinary 
field of expertise is more relevant?`). Second, the applicants generate controversies by 
their answers to the assessment questions (Serves the application a scientific or social 
goal?). Third, the public hearings reveal concealed controversies. Finally the 
committee also struggles with the legal possibilities to fill the gap that has come into 
being by the exclusion of section 66d which concerns an evaluation of the import, sale 
and follow-up actions.  
 
 

 Figure I.3: The different sources from which controversies are brought up. 
 
The emphasis of the present analysis is on the first two sources. The third source 
(hearings), in the time period studied, mainly shows a strategy in which the already 
formulated norms in the Opinions are again explained in other words (until licence 

 

 
          CAB norms 

1) composition / history 4) section 66d 

3) hearings 
(NGOs / 
citizens) 

 
2) applicants 
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application C12). The fourth source (section 66d) is a special Dutch circumstance that 
will only make a very limited contribution to general insight of the function of ethical 
review committees as a policy instrument.  

In this analysis an overview will be given of the most important norms that 
were found in the Opinions. These are represented by grouping them according to the 
four CAB assessment criteria (: objective, alternatives, health and welfare, and 
integrity). Norms that come up in the evaluation of the acceptability often refer to 
harm to integrity or other ethical objections, and these are grouped according to 
relevance under ‘integrity.’ The aim was not to give a quantitive survey of CAB data 
and argumentation (this can be found in the LNV report ‘Evaluation Animal 
Biotechnology Decree’ (Vliet and Tillie, 2000)).The analysis focuses on the 
qualitative aspects, namely on what kind of argumentation the CAB used when it 
operationalised the ethical notions of the review framework in concrete policy advise. 
 
 
3.1. Is the objective of substantial interest? 
 
The committee issued positive Opinions for objectives of substantial interests; of 
either a scientific or a social nature. Without exception, the CAB deemed a research 
project of substantial social interest when it is eventually directed at medical 
applications (ranging from insight in disease mechanisms, via diagnostics, to therapy).  

A project is not only of substantial scientific interest if it investigates 
biological mechanisms such as growth and differentiation, but also if it investigates 
mechanisms relevant to clinical questions. The formulations chosen by the CAB for 
this last category of “substantial scientific interest” corresponds closely to the 
formulations chosen for “substantial social interest”. The reverse also happens: in 
projects that are principally regarded as ‘social’, substantial scientific interests are also 
present according to the CAB.  

In such cases, the CAB has formulated norms that represent concrete choices, 
but ‘opposing’ norms (representing diametrically opposed choices) are both deemed 
relevant by the CAB and are used jointly. Used in such a manner, the division between 
scientific and social interests remains without a real substantive choice. One can 
therefore argue that, although the individual norms represent choices, when used 
jointly they hold an element of choice-avoidance. It obscures the dilemma and as such 
represents a `semantic shiftxxxvi. Figure I.4 contains a schematic representation of how 
the scientific and social objectives flow into each other in the evaluations of the CAB.  

Besides determining that a project’s objective is of substantial scientific or 
social interest, there can still be doubt whether the objective will ever be achieved via 
that particular project. In the discussion about this uncertainty, sceptics and optimists 
can be diametrically opposed. The committee has formulated several criteria and 
solutions that aim to find middle ground. The uncertainty about any acquisition of 
knowledge in knock-out experiments, for example, is solved by connecting to it the 
condition of close observation of the mice. The principal idea seems to be that even 
when it is unknown what will come out of an experiment, there is always something 

                                                 
xxxvi Also included in the last category are cases in which the committee circumvents the dilemma or the 
controversy by not addressing it at all. It is, however, very difficult only on the basis of public 
documents to survey this variant. It would require analysing  the (not public) minutes of the meetings. 
This form is therefore not included in this report. 
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happening that produces knowledge and insight. By the obligation to accurately look 
for such ‘happenings’, the suggestion that “this study does not lead to an increase in 
knowledge” can be refuted. The norms formulated by the CAB to assess the realistic 
nature of claims, made by applicants, with regard to furthering substantial objectives, 
are represented in figure I.5. The figure also highlights whether the norm (primarily) 
represent a choice, a procedure or a semantic shift. 
 

 
 
Figure I.4: CAB norms for the positioning of scientific and/or social objectives. The norms 
listed in the shaded boxes are used by the CAB to demonstrate a ‘scientific goal’, the norms 
in the white boxes are used to demonstrate a social goal. The norms in the shaded box ‘ALSO 
SCIENTIFIC’ originate from Opinions on projects that, according to the CAB, primarily 
serve a substantial social interest, but which at the same time also serve a substantial 
scientific interest. The  same holds, vice versa, for the box ‘ALSO SOCIAL’ (emphasis - as 
underlining - added by LP). 
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SCIENTIFIC 
 
because research is carried out on 
a system that enables making 
potentially important proteins, that 
cannot properly be manufactured in 
another way (C4) 
  
because it can offer insight into the 
development and regulation of the 
nervous system (B2) 

ALSO SCIENTIFIC 
 
because it can deliver valuable 
information about immunotherapy for 
cancer in general (C5) 
 
can provide insight into molecular 
processes that supposedly lead to 
the development of cancer in humans 
(TVR 25) 
  
processes that can be of importance 
in the development of particularly 
certain neurological disorders (C2) 
 
because it can offer insight into the 
origin and progress of disorders 
(C10) 
   

INSIGHT IN DISEASE 
MECHANISMS 
 
aims to generate insight into the 
origin of a great number of different 
neurological and psychiatric 
disorders. (TVR 36) 
 
because it is about genes that play a 
role in a number of syndromes that 
occur frequently (C1a,b, C5, C10) 

THERAPY 
 
can offer leads for the 
development of new forms of 
therapy (TVR 33) 
 
forms the first course of 
research with which it is 
attempted in the long run to 
produce medicines for the 
treatment of various diseases 
(C4) 

DIAGNOSTICS + THERAPY 
 
might contribute to better diagnostics, 
prevention and the possible treatment of 
certain diseases (TVR 28, 25) 
 
development of new diagnostic and 
potentially therapeutic options with regard 
to these neurological disorders. (C2) 

Scientific goal Social goal 

ALSO SOCIAL 
 
fundamental research, certainly, but 
imbedded in a socially important field 
of research (response to B2) 
 
not excluded that fundamental 
research leads to medical 
applications. By advising negatively 
now the possibility of applications is 
lost. (C10) 
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Figure I.5: CAB norms with regard to assessing the chance that a project will further 
substantial objectives.  
The norms are given in text boxes, grouped on the basis of whether the norm implies 
acceptance or rejection of the claim, and sub-classified according to whether the norm 
(primarily) represents a choice, a procedure or a semantic shift. 
For those projects where the CAB holds the opinion that the claims made by applicants in 
principal are not realistic (results from knock out animals are unpredictable), it also uses 
norms to the contrary, including a procedural norm used as an extra condition (close 
observation of the animals). With this procedural norm as extra condition, it can come to the 
conclusion that the claim will be realistic in practise. 
The commission in some cases also uses the norm (as part of a set of arguments) that a claim 
is realistic because the project is funded by the European Commission. It is easy to see that 
such a norm, although perhaps indicative for quality, in itself is not conclusive with regard to 
answering the question whether claims are realistic. This norm hence represents a semantic 
shift (underlining of text added by LP). 
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 …the results of research with knock-out 
animals can  moreover be optimised when the 
follow-up research with the animals thus 
generated is being meticulously carried out 
(with close observation) (TVR 36) 

the project is part of a study 
funded by the EU (TVR 36) 

NO YES 

The techniques described by the 
applicants for making genetically 
modified animals have already been  
successfully applied both  
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institute in question ( C1a,b, 
C2,C4,C9.,C10) 
 
the research with mice involved is 
about diseases which have been known 
for some time also to have a genetic 
background (C1a,b, C10) 
 
in the determination of the function of 
certain genes in other research it has 
been shown that knock-out animals can 
be of great value. (TVR 36) 
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can not predict how  
much result in terms of 
knowledge can be 
obtained (TVR 36) 
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3.2. Do realistic alternatives exist? 
 
The subject of realistic alternatives is repeatedly brought up by animal protection 
organisations. At the time of the “Bull Herman” case, literature research on 
alternatives by the Dutch Society for the Protection of Animals was important input in 
the decision-making process. Their overview showed that fungal cultures were being 
developed, aimed at producing the same biomedical proteins. In its ‘alternatives’ 
working paper the Schroten II committee then formulated two norms with respect to 
decision-making regarding alternatives that are both in development (see also the 
norms in this regard in the historical overview of table I.7). The norm the CAB used 
with regard to alternatives are listed in table I.8. 
 
The first norm in table I.8 closely resembles the original text of the Alternatives 
working paper. The second and especially the third norms deviate more from this text. 
The fourth is a clear choice (negative advice) because potentially realistic alternatives 
exist.  

In the second norm, the direct assessment with regard to a competing 
alternative production method is delayed, if not avoided, because the CAB considers 
an ideal test situation necessary in order to be able to evaluate the respective claims. 
As the government cannot expect this of the licence applicant, the CAB will therefore 
not (yet) be decisive on the alternative as being a “realistic alternative”. According to 
this norm an alternative is not a realistic alternative as long as it has not been 
explicitly proven to be so. In other words, the assessment by the CAB of a provided 
justification by the applicant on available data, shifts towards a ‘demand’ to start an 
active comparative study by the applicant to ‘assess’ its own justification. This is a 
shift in the burden of proof compared to what was stated in the ‘alternatives’ working 
paper. 

In the third norm the CAB takes a position based on market-economy logic 
(that which does not work shall go down). Although this sounds reasonable in itself, 
on second thought this evokes questions about the responsibility of the CAB to make 
up its own moral judgement here. This is another case of a shift in the burden of proof, 
in which the alternative first has to prove itself, with the market-economy as impartial 
judge. Because of ethical considerations, however, it can be desirable to guide the 
market forces. According to the argumentation used, the CAB could appeal to the 
market mechanism in all other license applications as well. The role of the CAB as 
moral judge would then become trivial. The ‘authority’ of the market mechanism 
seems therefore too general to count as a justification for the approval of a license 
application. 
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Table I.8: CAB norms with regard to alternatives 
Dispute Norm Type of norm When/ 

where 
 
Reject or not if 
another 
technological 
development 
also attempts to 
produce 
biomedical 
proteins? 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Does an 
alternative exist 
for the long-
term goal of 
xenograft? 

 
Should the difference between the results of 
production by means of the mentioned alternatives 
and by means of transgenic animals be that small 
that one can speak of an equivalent production 
method, then this would mean that the production 
by means of transgenic animals has to stop. 
 
The Committee therefore has a preference that 
type II collagen from both ways of production are 
studied in clinical studies. Such a comparative 
study will provide a great deal of knowledge 
about the effect of the substance, the influence of 
the production means on this effect, and about the 
possibilities of and objections against the different 
ways of production. The comparison will enable a 
definite answer with regard to the many question 
marks that in the opinion of the Committee still 
exist about the biomedically active protein and its 
means of production. The Committee considers 
such a comparative study to be indispensable for a 
proper moral judgement on large-scale production 
of this substance. 
 
The committee has such confidence in 
competition in the pharmaceutical industry, that it 
assumes that when certain alternatives are realistic 
and truly likely to succeed, these will be further 
studied by the producers of medicines. Should it 
turn out in the future that the difference between 
the results of production by means of the 
mentioned alternatives and by means of transgenic 
rabbits is that small that one can speak of an 
equivalent production method, then this should, 
however, mean that within the framework of the 
no, unless policy the production of transgenic 
rabbits should stop. 
 
... in the judgement of the Committee potentially 
several alternatives exist. First, the number of 
organs derived from post-mortem organ donation 
could be increased, especially by a better 
organisation of the acquisition of these kind of 
organs... also artificial organs... 

 
Procedure 
(continue now, 
but stop when the 
other technology 
is successful) 
 
 
Procedure 
(it is allowed until 
a better judgement 
of alternatives is 
possible) 
 
 
 
 
 
 
 
 
 
 
 
Semantic shift  
(shifting 
responsibility: the 
market 
mechanism 
determines the 
relevance of 
alternatives) 
 
 
 
 
 
 
Choice 
(yes, various) 

 
TVR 10 
 
 
 
 
 
 
TVR 12 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
TVR 9b, 
C4   
 
 
 
 
 
 
 
 
 
 
 
 
TVR 33 
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Reduction, Replacement and Refinement 
In the approach of laboratory animal science the aspiration to reduce the number of 
animals is also considered to be a contribution to ‘alternatives.’ Russell and Burch 
(1959) formulated the three Rs as the main target for the construction of an alternative 
research design: Reduction of the numbers of animals per animal experiment, 
Replacement of animal experiments and Refinement of animal experiments as a result 
of which these are less of a burden for the animals. The methods to make transgenic 
animals at the time had a cost of about 450 (in 1997) to 150 (in 1999) animals for each 
line with three promising ‘founders.’  

With regard to the R of reduction the CAB shifts from a ‘marginal assessment’ 
(TVR, A, B and up to C9) in which the number of animals fluctuated per licence, 
towards a specification of 50 animals per founder (C12), see table I.9. 
 
 
Table I.9: CAB norms for the estimation of the required number of animals.  
Dispute Norm Type of norm when/ 

where 
Can it or can it not 
be done with less 
animals? 
 

In the opinion of the Committee the number 
of animals that the researchers need to 
generate the desired mice is a customary 
number according to the current state of 
science 

Semantic shift 
(marginal assessment 
by the CAB itself)  

A2, B6, 
TVR 25,28, 
C1a, C9       

 The applicant further indicates that an 
average of 150 mice are necessary to set up 
a transgenic breed. Considering the current 
state of technology, the Committee thinks 
that this number should be sufficient to 
obtain with each of the gene constructs 
three transgenic founders with a different 
expression level  

Choice 
(no, the state of 
science is the 
criterion) 

C12    

 
 
The CAB also breaks up the question about realistic alternatives into a number of sub-
questions in which especially the vision and choices of the CAB with regard to the R 
of replacement come to the fore. The norms with regard to replacing transgenic mice 
are schematically represented in table I.10.  
 
In terms of replacement, the CAB has recognised an alternative as a realistic 
alternative in a few cases, such as donor- or artificial organ as a realistic alternative 
for xenotransplantation (see figure I.6). Interestingly, it has also made acceptance of  
claims of absence of a realistic alternative, conditional by laying down an extra 
procedural norm. The procedural norm states that applicants should keep a close eye 
on developments, and if another lab produces the desired transgenic mice breed then 
the license for producing that line will be revoked. In other words, this procedural 
norm in time can lead to the recognition of the presence of a realistic alternative. 
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Table I.10: Overview of CAB norms for the assessment of alternatives with regard to 
replacing transgenic mice. 
Dispute Norm Type of norm when/ where 
Can it be done 
differently than 
with transgenic 
mice? 
 

No, transgenic mice are necessary because: 
(a) short generation time 
(b) homogeneous genetic background 
(c) genetic background is known 
(d) high chance of success  
(e) reproducible models 
 
Humans: 
No, because: (a) has already been done and is 
too limited; (b) out of respect for the patient, 
(c) too variable genetic background 
 
Bovine animals, goat, rabbit: 
No, because (a) it is an alternative but not a 
better alternative (b) mouse is an alternative for 
bovine animals 
 
Common (non-gm) mouse: 
No, because: (a) no relevant mice strains  
(b) worse translation to humans  
(c) more animals are necessary. 
 
Invertebrates: 
No, because a different: 
(a) defence/immune system 
(b) regeneration of tissue 
(c) forms of cancer 
(d) heart and vascular system 
(e)Neuronal system/behaviour 
(f) kidney systems 
(g) adhesion factors 
(h) metabolism and pathology 
 
Nematode: 
Sometimes, because (a) genome is known (b) 
some mechanisms are similar to those in 
humans. 
 
Cell cultures: 
No, because: (a) objective is directed at therapy 
(b) organism is necessary because of: 
topographical effects, neurodegeneration, 
clearance studies, toxicity studies, cell 
adhesion, organ development, target studies, 
posttranslational modifications, interactions 
with the immune system. 

Choice 
 
 
 
 
 
 
Choice 
 
 
 
 
Choice 
 
 
 
 
Choice 
 
 
 
 
Choice 
 
 
 
 
 
 
 
 
 
 
Choice 
 
 
 
 
Choice 
 
 

 
C4 
C4 
TVR9a,C9 
TVR29,C9 
TVR28, 34,C5 
 
 
TVR31,C2,C12 
TVR32 
TVR28, 34 
 
 
TVR9b 
TVR9a 
 
 
 
TVR25/31;A2,3  
C1a,b 
TVR36 
 
 
 
TVR28,C5 
B1 
TVR34 
A2 
TVR36 
C10,C12 
TVR28 
C1a 
 
 
C2 
TVR30, C12 
 
 
 
B1 
TVR9,27,28,31, 
TVR32,34 
A3,B1,B2,B3,B4 
C1,C5,C9,C10, 
C11,C12 
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Figure I.6: CAB norms with regard to what qualifies as a realistic alternative.  
 
 
3.3. Does unacceptable harm to health and welfare exist? 
 
This reason for rejection is evaluated by the CAB by applying the evaluation 
framework that has been developed in the Animal Experimentation Law (WOD). In 
this framework four classification levels are used: minor, moderate, severe, and very 
severe discomfort. Animal experiments in which very severe discomfort is inflicted on 
animals are forbidden in the Netherlands, unless one obtains a special exemption from 
the minister of VWS (Public Health, Wellbeing and Sport).  
 The experience that has been built up in the research field in the last decade, 
has resulted in a broad consensus amongst laboratory animal experts regarding the 
question which procedures fall into which category. The classification of the severity 
of discomfort caused by a specific effect or syndrome is not a controversial matter for 
the committee.  

What is problematic, however, is that it is sometimes impossible to estimate in 
advance the severity of discomfort that will occur in practise. In particular with knock-
out experiments, where the function of a gene is eliminated, one can not predict in 
advance what will happen.xxxvii In figure I.7 (below) an overview is given of the CAB 
norms with respect to the evaluation of health and welfare.  

                                                 
xxxvii The fact that this is unknown is often exactly the motivation for the research project. For example, 
one has hypotheses about the functioning of a certain gene, but one wants to see what the actual effects 
will be in the animal itself. 
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The Committee determined, however, that the 
applicant has to keep a close eye on the 
possibility that, at the moment in which the 
biotechnological procedures are going to be 
carried out in order to make a certain mice 
strain, such a mice strain does not already exist 
somewhere else (for example, abroad). If this 
is the case, then the Committee is of the 
opinion that a realistic alternative exists and 
the applicant has to request the keeper of that 
mice strain to be allowed to make use of it. 
Within the scope of the application it is then 
not allowed anymore to generate the mice 
strain. With this the Committee wishes to 
indicate that duplications in the 
biotechnological procedures with animals need 
to be prevented as much as possible. 
 

NO YES 

donor organ system, artificial organs 
(in xenografts) 
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modified mice strains 
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Figure I.7: CAB norms with regard to health and welfare  
The norms are given in text boxes (emphasis added by LP), grouped on the basis of whether 
the norm implies (un)acceptance of the consequences for health and welfare, and sub-
classified according to whether the norm (primarily) represents a choice, a procedure or a 
semantic shift. See text for further explanation.  
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In order to be able to 
determine the harm to 
health and welfare that 
occurs in this research, 
the Committee is of the 
opinion that a diary has to 
be kept by the researchers 
in which (in accordance 
with the Animal 
Experimentation Act) the  
discomfort observed is 
recorded (ALL 
APPLICATIONS) 

NO  YES  

no discomfort for the animals. Both 
because of the choice of tissue-specific 
promoters, as a result of which the 
desired proteins only find expression in 
the mammary gland of the mouse, and 
because of the fact that according to 
expectation these proteins will remain 
inactive in the mammary gland of the 
mouse (for example, they do not have a 
hormonal effect). (TVR 10, 11a, 12) 

Are there unacceptable consequences 
for health and welfare? 

Prolonged and inheritable 
abnormalities in functioning 
(A2, B5,6 TVR 25, 31, 32,  
33, 34, 36)  
 
Withholding of food (B3) 
 
Rejection phenomena in 
recipient animals during 
xenografts (TVR 33a) 

P
R

O
C

E
D

U
R

E
 

UN--KNOWN 

If it is considered  
necessary by the 
researchers to use an  
animal in which severe 
discomfort has occurred 
for a prolonged time, then 
this needs to be explicitly 
submitted for evaluation 
to an animal ethics 
committee (A2,B1,3,5,6,  
TVR 25,27,31,34,36, 
C1ab) 

If severe discomfort is 
observed... The Committee 
is of the opinion that in such 
a case the animals need to be 
killed so the harm to the 
health and the welfare of the 
animals will be of short 
duration (A2,3, B1,2,3,4,6, 
TVR 25, 28, 34, 35) 

...if severe discomfort is 
observed…the animals need 
to be killed within 24 
hours...... (B5,C1a,b, 
5,9,10,12) 

but 

Some animals will have 
prolonged and inheritable 
abnormalities in their 
functioning, which on 
expectation imply harm to 
health and welfare. This 
harm is, however, directly 
connected to the 
exploratory character of the 
research. (A2, B5,6 TVR 
25, 31, 32, 33, 34, 36) 

When more than minor 
discomfort occurs in the  
animals... the animals need to 
be killed (TVR 9a,b, 11a, C4, 
C11) 
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There was no controversy in the advice on the estimation of the harm to health and 
welfare, which often was expected to be severe for some of the animals. However, the 
severity of such harm does not turn out to be a reason for rejection of a licence 
application, because the procedural norms used by the CAB eventually amount to a 
marginalisation of this harm. In the case of unknown effects, the procedural norm is 
used that animals need to be monitored (welfare diary). In other cases where severe 
discomfort might occur, the procedural norm used is to delegate the decision-making 
to the local animal ethics committee (AEC). A third type of procedural norm used 
states that if (more than minor) discomfort occurs, the animals need to be killed.   

All three types of procedural norms in practise neutralise the influence of the 
‘unacceptable harm’ criterion on the final CAB judgement. As such, the procedural 
norms in practise imply substantial choices, which however are not really made 
explicit. On the one hand, the norms imply that the ex ante possibility of severe 
discomfort is not a reason to reject research projects beforehand. They furthermore 
imply that killing of animals is an acceptable, practical solution of dealing with 
(foreseeable) severe discomfort, when it actually materialises. These implications de 
facto neutralise the influence of the ‘unacceptable harm’ criterion. On the other hand, 
the norms do also imply that the manifestation in practise of severe discomfort is - in 
many cases - regarded as unacceptable (: when it occurs it needs to be assessed by 
experts and terminated as soon as possible, by killing the animals). Paradoxically 
therefore, foreseeable severe harm to health and welfare is both acceptable and 
unacceptable. The procedural norms enable the committee to deal with this paradox.   

For exploratory research the CAB has taken the position that harm is inherent 
to this type of research and thus cannot be avoided. Such a position does however not 
answer the question whether the harm caused by such research is unacceptable. As 
such, the norm represents a semantic shift. This norm has often been applied in the 
initial period. It illustrates an attitude of the CAB to accept harm to health and welfare 
when this occurs in a sound experimental design. 
 
The question whether harm to health and welfare needs to count heavily or lightly 
with invertebrate animals is a discussion that has not yet been decided in the first 
applications (TVR 30, emphasis added by LP):  

 
Given the level of development of the animal species that are used, the 
Committee considers it impossible to make statements with regard to the 
experienced welfare of the animals involved. Nevertheless, the Committee 
notes that the animals are being subjected in the research to various stress 
factors, precisely in order to test their reaction to these. This means that among 
other things changes in their behaviour (e.g., eating, locomotion and 
reproduction) are an indication for the researcher of the effect of the 
modification in the genome. In the judgement of the Committee such changes 
could also represent an indication of the harmful effect to the welfare and the 
health of the animals involved. Furthermore, the presence of a nervous system 
possibly provides an indication for the supposition that harm can exist to the 
welfare of the animal as a consequence of the biotechnological procedures. 
However, this nervous system is of such a small size (302 cells) and so little 
complex, that it is impossible to make statements about the degree in which 
the health and the welfare of the animals are harmed. (TVR 30). 
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However, gradually the argument arises that the biological difference of the nervous 
system of the invertebrate animals makes a statement about the welfare of these 
animals impossible. In 2000 the CAB reports to the minister that it is unanimously of 
the opinion that the welfare of invertebrate animals cannot be determined, and that 
these animals should therefore be exempted from review. This is a remarkable 
recommendation for two reasons. First, the CAB implicitly indicates with this 
recommendation that harm to integrity as a separate evaluation criterion, independent 
of the consequences for health and welfare, cannot be a reason to reject applications 
with invertebrate animals. Furthermore, the burden of proof is also shifted here. After 
all, the uncertainty about (the quantifiability of) possibly negative consequences for 
invertebrate animals is used here in order not to have to evaluate these consequences.  
 
 
3.4. Is the harm to integrity, and the study itself, acceptable? 
 
The concept of harm to integrity has been suggested in the Brom’s report as a more 
concrete interpretation of the abstract notion of ‘intrinsic value.’ Intrinsic value refers 
to the living animal’s ‘own value’, as an ‘end in itself’ rather than a means to an end. 
Respect for the intrinsic value is respect for the individuality of the living animal. This 
includes in particular the biological qualities of the ‘normal’ unmodified animal. To 
illustrate the meaning of this notion it is often contrasted in the literature with the 
notion of ‘instrumental value.’ This latter value is the utility value of the animal for 
humans: the animal as research model, as a system of production, etc.  
 In order to make the infringement on the respect for the intrinsic value 
‘measurable,’ Brom et al. suggested in their report to articulate the aspects in which 
biological integrity is harmed by the modification. The point was made, however, that 
it is conceivable that in a particular modification still other characteristics of the 
animal change that do not fall under biological integrity. For example, if the animal 
‘degenerates’ even more into a production system by a proposed modification. The 
original respect for that animal species might then become compromised by a 
progressive ‘objectification’ or ‘instrumentalisation’ of the animal. During the TVR-
advice period, the CAB stated that a set of four situations can bring about additional 
instrumentalisation of the animal, and that these are therefore morally problematic, in 
the scope of respect for the intrinsic value of the animal. These are listed in table I.11. 

That the CAB considers instrumentalisation of the animal, though potentially 
problematic, not necessarily a harm to its integrity, is for example expressed in its 
reaction to a written objection with regard to an application for the production of 
biomedical proteins in the mother’s milk of mice (C4: see table I.12). Here it was 
(unanimously) stated by the CAB that instrumental use in itself is not a violation of 
the integrity. However, in an earlier application concerning xenograft (TVR 33a) a 
minority stated that the integrity is harmed by further instrumentalisation.  
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Table I.11: CAB norms with regard to instrumentalisation (emphasis added by LP) 
Dispute Solution Type of norm When/ 

Where 
    
Is a double 
modification 
more 
problematic? 

In this research a double modification exists. Animals 
that have already been made transgenic are again 
modified because now not only a particular human 
protein, but in addition also a modifying enzyme needs 
to be produced. This can be considered as an increasing 
instrumentalisation of the animal, because it is more 
and more adjusted.  

Choice  
(yes, 
increasing 
instrumentali-
sation) 

TVR 
9a,b 

    
Is a double 
intention of use 
more 
problematic? 

The Committee does observe that by the development 
of the xenograft technique animals are attributed a new 
instrumental value for humans. Because of this 
technique they are seen as organ donor, pushing onto 
them a function that they did not posses previously. In 
the judgement of the Committee this can be understood 
as an increase of the instrumentalisation of the animal 
and of the control by humans over the animal. ......... 
Moreover, it should be noted that in comparison with 
eating animals, the use of animals as organ donors can 
be of much more importance for humans because it can 
be a potentially lifesaving activity.  

Choice  
(yes, 
increasing 
instrumentali-
sation, BUT in 
comparison 
with eating 
animals, the 
instrumental 
value is more 
important 
here) 

TVR 33a 
TVR 11 

    
Are production 
animals more or 
less 
problematic? 

In this research the animal is seen as a special kind of 
production animal. This can be understood as an 
instrumentalisation of the animal. An ongoing 
instrumentalisation of animals is expressed in the 
thought that animals can be adjusted at will to the 
desires of humans. With this technology in time a herd 
of not only genotypically, but also phenotypically 
strongly similar animals can come into being, and the 
fear exists that the individuality will seem to have 
disappeared from these animals  

Choice 
(Yes, 
increasing 
instrumentali-
sation) 

TVR 11 
(majority
opinion) 

    
Is the use of 
tetraploid 
embryos 
instrumental or 
not? 

In one of the applied techniques use is made of 
tetraploid embryos for the generation of modified mice. 
These tetraploid embryos are specially made for this 
purpose out of normal embryos. These embryos are 
subsequently used purely instrumentally (as “nutrient 
medium” for the injected ES cell). ....... However, as 
this is limited to the embryonic phase, the Committee 
attaches only a minor weight to this in its eventual 
evaluation. 

Choice 
(yes, purely 
instrumental, 
but minor 
weight) 

C10  

 
 
The CAB has further taken over three aspects from the Brom report on which 
phenotypical integrity harm can be scored: appearance, species specific behaviour and 
the ability to live independentlyxxxviii. In its Opinions the CAB has indicated per 
application how the harm to integrity was classified (see table I.12). A large number of 
times it is only observed that a harm to integrity takes place, without gradation in 
terms of severity (minor, moderate, severe) or aspect (behaviour, appearance, ability to 
                                                 
xxxviii Besides this, the CAB also looks at the genotypical harm to integrity (harm to the integrity of the 
‘whole’ of genetic material). The CAB considers biotechnological procedures always a harm to the 
genotypical integrity 
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live independently). This concerns the left column of the upper row (1st cell) of table 
I.12. In the remaining cells of the upper row of table I.12 there are also a large number 
of harms to integrity classified with regard to aspect (behaviour, appearance, ability to 
live independently), but without a gradation according to severity. In the remaining 
cells of the left column are the gradations in harms to integrity that have been 
determined, but then again without classification in aspects. In only a limited number 
of Opinions a specified statement is made about the gradation of harm to integrity and 
classification in aspects. It is observed that the CAB particularly considers research in 
which significant abnormalities in growth and development occur (as in research on 
cancer, on neurological disorders, and on developmental biology) as a severe harm to 
integrity.  
 
Final judgement on the acceptability of a research project 
In the last part of a CAB Opinion a final judgement is made about the acceptability of 
the research. The question about the weight of the harm to integrity compared to the 
importance of the research comes especially to the fore in this judgement. The CAB 
has taken the position that genetic modification always compromises the genome of an 
animal and as such always represents a ‘harm’ to an animal’s integrity. According to 
the CAB the degree of harm is to be judged chiefly on the basis of the phenotypical 
characteristics of the harm. The CAB has stated this position in each and every 
Opinion. However, even severe harm to integrity in vertebrate animals, as assessed 
according to the phenotypic characteristics described in table I.12, has not led to a 
negative (majority) advice. Severe harm to integrity, especially if severe harm to 
health and welfare could also be expected, did, however, on occasion lead to negative 
minority advice. The essential positions the CAB has taken with regard to the 
acceptability of harm to integrity (or other moral objections), relative to the purpose of 
the research, are represented in figure I.8. 
 
As can be seen in figure I.8, an important departure from the Brom report is that the 
CAB takes the position that severe harm to integrity in itself is not a justification for 
rejecting a research project. It takes the position that the correct interpretation of the 
(ambiguity in) the legal framework is that the severe harm has to outweigh the 
importance of the research. This departure can be classified as a legitimate choice, 
granted of course that the commission’s interpretation is correct. However, the CAB 
also takes two positions that represent semantic shift. First, it uses a different version 
of the aforementioned norm, in which the CAB states that the expected harm to 
animals should outweigh the expected harm to society if the research is not carried 
out. Here, the CAB shifts from demonstrating the importance and acceptability of the 
research compared to the harm for animals towards postulating the risk and harm of 
not doing the research. In doing so, it shifts the burden of proof from the applicant and 
the CAB (that according to the legal framework have to demonstrate importance and 
acceptability) to the representatives of the animals who have to demonstrate the 
absence of harm when not carrying out the research. Second, it uses the norm (as also 
done in assessing health and welfare) that harm is inherent to the research and thus 
cannot be avoided. Both position do not, however, answer the question whether or not 
the harm caused by that specific research is (un)acceptable. 
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Table I.12: Gradation and specification of ‘phenotypical’ harm to integrity in the CAB 
Opinions (emphasis added by LP). See text for further explanation. 
 Without specification Behaviour Appearance Ability to live 

independently 
Without 
Grada-
tion 

TVR 10 biomedical proteins 
in rabbits 
 
TVR 32 lethal abnormalities 
 
B1 disruption embryonic 
development 
B2 disruption embryonic 
development 
B3 disruption embryonic 
development 
B5 disruption embryonic 
development 
B6 disruption embryonic 
development 
C1b disruption embryonic 
development* 
C10 instrumentalisation 
concerning tetraploid embryos 

 
TVR 31 neurological 
abnormalities 
TVR 32 neurological 
       abnormalities 
TVR 33 neurological 
       abnormalities 
TVR 36 disturbed  
            behaviour  
       
A2 degeneration 
brain 
 
 
 
C2 C. elegans 
neurological 
abnormalities 

 
 
TVR 31 size 
TVR 32 jaw 
abnormality 
 
 
A3 skin 
tumour 

 
TVR 27 degeneration  
             eye/brain 
TVR 31 neurological  
           abnormalities 
TVR 32 difficulty  
           with eating 
TVR 33 neurological  
           abnormalities 

None TVR 10 biomedical proteins 
TVR 33a xenograft (majority) 
C4 biomedical proteins 
(instrumental use itself is not a 
harm to integrity) 

   

Minor TVR 9a biomedical proteins 
TVR 11 nuclear transfer 
TVR 11a biomedical proteins 
TVR 25 biomedical proteins 
TVR 28 biomedical proteins 
C4 biomedical proteins 
C10 kidney cysts* 
C12 kidney damage by 
cytokines* 
 
B1 promoter expresses the 
developmental abnormalities 
only late (then kill) 

 
 
 
 
 
 
 
C11 blindness 

  
 
 
 
 
 
C1a dependent on 
humans because of 
diet 
C11 blindness 

Moderate   C11 deprived 
of a sense 

C5 harm to the 
immune system** 

Severe  TVR 34 
embryological  
            abnormalities 
A2 mitochondrial  
     energy 
management 
 
B10-13 development 
           and growth 

TVR 34 
embryological 
abnormalities 
 
 
B10-11 
development 
and growth 

TVR 34 
embryological 
abnormalities 
C9 unable to eat or 
defecate 
independently 
B8 infection &  
    coagulation factors 
B2 heart problems 
B10+13 development 
             and growth 

* “the Committee is of the opinion that it is unlikely that the mice will deviate strongly on these points 
from the image which can be found in non-transgenic mice” 
** However, in this project a small number of copies will be used as a result of which the harm will be 
minor. 
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Figure I.8: norms with regard to the acceptability of harm to integrity (emphasis added  by 
LP). 
 
 
3.5.  A conceptual overview of the argumentation and the 
construction of norms in the CAB review 
 
If the CAB had been a review committee on the basis of unequivocal rules and criteria 
set up in advance, then each application would lead to a simple positive or negative 
advice. For each aspect, a criterion then exists beforehand and, when properly applied, 
it will lead, via a previously established path, to an unambiguous outcome. 
Schematically this would look as follows (figure I.9):  

C
H

O
I

C
E

 

The Committee notes that a severe harm to the integrity 
can occur in part of the animals in this research. In view of 
the fact that groups of people in society have great 
difficulty with the biotechnological procedures that are 
carried out with these animals and that these feelings have 
led to legal measures on the basis of which 
biotechnological procedures with animals have to be 
reviewed, the Committee observes that in a certain sense 
moral objections can always be brought forward with 
regard to biotechnological procedures in animals. To a 
certain degree or in particular groups of people in society 
there always exist moral objections to biotechnological 
procedures with animals. What matters in the opinion of 
the Committee, however, is whether these moral objections 
are decisive, or so important that they outweigh the 
importance of the research. The Committee is of the 
opinion that this is the correct interpretation of  the 
criterion mentioned in section 66 article 3 under b of the 
Animal Health and Welfare Act. (B5, 6, C2) 
 

YES NO 

The Committee does not exclude that the integrity at the 
level of the phenotype is also harmed by this research. This 
harm implies a moral objection against this research, but is 
inherent to the nature of research. (B3)  

Do the harm to integrity or 
moral objections constitute 
a ground  for rejecting the 
research? 

Always harm to genome, but degree of harm is 
to be judged chiefly on the basis of phenotypical 
characteristics (ALL ADVICE) 
 (and classification of phenotypical harm to 
integrity according to table 12) 
 

SE
M

A
N

T
IC

 
SH

IF
T

 

but 

In proportion to 
the research 
objective the 
expected harm to 
integrity (or 
moral 
objections) is not 
a sufficient 
reason for 
rejection (ALL 
ADVICE) 
 

…or so important that they equal out the expected harm (to 
patients, society and science) if the research is not carried 
out. (C1a,4,5,9,10,12,...) 
 

and 
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Figure I.9: Project assessment on the basis of well defined  rules and criteria. 
 
With regard to biotechnology in animals the government assumed that much was 
unknown and that one could fall back on already existing criteria to only a limited 
degree. The CAB had to come to the construction of norms by way of its advising 
practice.  
 The Opinions show that through fact-finding and the construction of norms the 
CAB has specified a large number of criteria (choices) on the basis of which the 
(un)acceptability of the research can be determined. Criteria could partly be 
‘translated’ from existing practices (: WOD criteria, medical ethical criteria) to the 
biotechnological context. The CAB has, however, also developed many new criteria. 
By way of this collection of data and construction of norms the total set of criteria has 
developed continuously and in doing so the CAB has met its task to fill in the status of 
animals more specifically in relation to biotechnolology.  
 All the public CAB Opinions were positive. If clear criteria would have 
existed, one would expect argumentations to appear in the right block (:yes →→→→ 
because...[criteria]) of the diagram. In the assessments, however, some argumentations 
have actually come about in the left block (: no → because...[criteria]). Despite this 
fact, the CAB in practice did not establish definitive and decisive arguments that lead 
to a rejection of a licence application. The explanation for this is that when important 
arguments against research arose, these could nevertheless still be disarmed in a 
number of ways. In the eventual final evaluation by the CAB it can be seen that the 
important ‘contra’ arguments eventually still do not (decisively) weigh up against the 
important arguments in favour of the research. In such a concurrence of conflicting 
‘yes’ and ‘no’ criteria the important argument is not so much ‘remedied,’ but 
neutralised by placing an even more important ‘pro’ argument against it.  
 The CAB, however, has also proceeded to grant licences by laying down a 
condition by which this negative aspect is disarmed beforehand or during the research 
projectxxxix. In a similar manner the CAB has also laid down conditions with respect to 
lack of clarity or uncertainties in the research process, for which at first hand no clear 
‘yes’ or ‘no’ criteria could be established. These kinds of conditions take the shape of 
procedures. The procedures were usually directed at finding norms for future projects 
(create a welfare diary so it will be known in the future what the effects will be of 
certain types of research), preservation of norms (immediate killing at severe 
discomfort in accordance with AEC-norms), or delayed assessment of norms 
(delegation of responsibility to the AEC).  
 Furthermore, in a few cases the CAB has also used criteria that (intentionally 
or not) take the shape of a semantic shift, changing the problem at hand into a 
semantically different one, as a result of which the CAB no longer needed to give its 

                                                 
xxxixIn this sense many positive advices are also given by Animal Ethics Committees in the framework 
of the Animal Experimentation Law, for example: “accepted on condition that the anesthesia is 
adjusted.”  

Approve 
application? 

yes/no 

Because... 
… 
[criteria] 

Because... 
… 
[criteria] 

no yes Negative 
advice 

Positive 
advice 
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opinion on the original problem as such. In this way (potentially) negative aspects 
against the research have also been brought to a solution.  
 
The way in which the granting of licences has thus been interpreted and in which 
negative aspects were ‘remedied’ is represented in the diagram of figure I.10 below:xl  
It shows how the CAB, in dealing with an `unstructured problem`, could thus take 
decisions that make it possible to allow genetic modification of animals under 
supervision, without having a final answer right from the beginning to all ethical 
questions that this practice evokes. This temporary pacification of the ethical 
questions by means of procedures and semantic shifts thus creates the necessary time 
for reflection in the uneasy area of tension between “value clarification in policy as 
learning” and “assessment according to rules in policy as regulation.” 
 
 
 

 
Figure I.10: Overview diagram of argumentation and construction of norms by the CAB. 
 
An application that has been received (represented as the box ‘approve application? 
yes/no’) will receive  positive or negative advice on the basis of evaluation criteria 
(blocks ‘because...[criteria]’). When the CAB is faced with new, still unknown 
aspects, new information and criteria (box ‘fact-finding and constructing norms’) are 
necessary in order to evaluate the application. These new criteria are norms that will 
represent choice (in most cases), a procedure or a semantic shift. Arguments against 
the research, on the basis of accepted criteria, can be `remedied` by additional 
conditions (box ‘procedure’) or a reformulation of the problem (box ‘semantic shift’). 
Fact-finding and constructing norms leads to new criteria, which are represented in 
this diagram by arrows in the direction of the two ‘because...[criteria]’ boxes. These 
boxes state the norms that represent choice. 
 
 

                                                 
xl The consideration of the “alternatives” is an interesting exception to this general diagram. Here, after 
the observation that no realistic alternatives exist, a procedure is still made conditional that, in time, can 
lead to a negative advice: if a comparable transgenic mouse becomes available elsewhere then the 
procedure to make them has to be stopped. 

Fact-finding and 
constructing of norms 
 

Semantic shift Procedures  

UN- KNOWN 
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application? 

yes/no 

Because... 
[norms: 
established 
and new] 

no yes Negative 
advice 
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advice 

but 

Because... 
[norms: 
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and new] 

Positive 
 
advice 
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Figure I.11: new (‘choice’) norms resulting as a consequence of fact-finding and 
constructing norms. 

Fact-finding and 
constructing of norms 
 

Semantic shift Procedures  

UN- KNOWN 

Approve application? 
yes/no 

 
Is objective 
substantial? 
 
 
 
Is objective realistic? 
 
 
 
 
Max. number of 
animals? 
 
Are realistic 
alternatives absent? 
 
 
 
 
 
 
 
 
Consequences for 
health and welfare 
acceptable? 
 
Further form of  
instrumentalisation? 
 
 
 
Has integrity been 
respected? 

Because... 
norms (choice): 
 
 
 
 
 
 
 
 
 
 
 
more than 150 animals 
 
 
donor system, artificial 
organs (in xenografts) 
 
 
 
 
 
 
 
 
- rejection phenomena in  
receiver (xenograft) 
- fasting 
 
- double modification 
- double intention of use 
- high yield animals 
- tetraploid embryos 
 
-always harm to genome 
- moderate: eye sight 
taken away 
- severe: embryological 
abnormalities, inability 
to eat and defecate, 
abnormalities in 
development and growth 

no yes 
Negative 
advice 

Positive 
advice 

but 

Because... 
norms (choice): 
 
can contribute to diagnostics, 
prevention and treatment of 
diseases 
 
 
- genetic cause of illness “X”  has 
been determined 
- knowledge and skill has been 
demonstrated 
 
less than 150 animals per line 
 
 
- respect for the patient, variation 
in human genome 
- no relevant mice strain.  
- worse translation to humans, 
more animals necessary 
- invertebrates and cell cultures 
supply insufficient information 
for the human questions 
 
 
tissue-specific expression in the 
mammary gland 
 
 
 
 
 
 
 
- minor: production biomedical 
proteins, transgenic donor 
animals (xenograft) 
- instrumental use of animals in 
itself is not a harm to integrity 
 
 

Positive 
 
advice 
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In the remainder of this paragraph the different parts of this diagram will be further 
clarified. First of all, in figure I.11 a brief overview is given of the many norms 
(criteria) that the CAB has developed through fact-finding and constructing norms, or  
has ‘translated’ from existing practices to the biotechnological context. These indicate 
on which aspects of the problem, and the desired norms with regard to it, the CAB has 
come to an agreement. The CAB has thus gradually developed various new norms that 
can be applied to future applications. The new norms thus give a clarification of the 
status that the CAB ascribes to the animal in relation to biotechnology.  
 
Figure I.11 shows that various norms against the research (in the block ‘no → 
because...[norms]’) have also been established. In principle these new norms, which 
were arrived at by fact-finding and construction of norms, could also have led to a 
negative Opinion. That this has happened only rarely is because all new (‘choice’) 
norms ‘against’ eventually were either found to be of too little weight or could be 
disarmed by the procedures and ‘semantic shifts’ mentioned earlier.  
The Procedure turns out to be an effective instrument to realise a solution for 
decision-making in the absence of data or (consensus) criteria. Especially with 
committees that have to pass judgement within legal periods of time a procedure is an 
effective workable construction. The procedure postpones the decision, without giving 
the applicant full freedom. Through a procedural norm an eye can be kept on the 
situation, without having to take a decision. This way, uncertainty can continue to 
exist, without this formally causing a conflict with the ‘no, unless’ principle. In the 
formulation of this procedure “boundary criteria” are also often found, such as “at 
very severe discomfort the animal has to be killed immediately” (see figure I.12).  
With these criteria the CAB can indicate its moral boundaries. 
 
The formulation of conflicting majority and minority positions can be seen as a special 
form of a procedural norm. Here too one cannot come to a consensus decision and 
instead one formulates two conflicting answers as ‘solution’. In fact one thus allows 
the problem to continue to exist without obstructing the deliberation in the committee. 

The category of semantic shift is especially interesting because it represents a 
solution to controversies, which floats in its temporariness between an evidently true 
(but irrelevant) judgement and a fallacy. It is a category of at first sight convincingly 
sounding arguments. However, upon second examination the arguments tend more 
towards a ‘reformulation’ of the problem or towards an opportunistic argument than 
towards a well defensible position. This is due to the fact that this type of 
argumentation does not really give an answer to the question that the problem raises. 
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Figure I.12: procedures as solution 
 
Instead it finds a solution to another, seemingly similar problem (type III error), or it 
does not give a substantive answer to the question at all. As an administrative 
instrument these “solutions” give room for breathing with regard to the time pressure 
under which the CAB is working. After all, it has to give advice within certain legally 
required deadlines, at which there can be insufficient time to fully judge positions on 
their logical merits.  
Because of the ‘limited shelf life’ of this type of arguments the real issues that lie 
hidden behind it, will certainly return on the agenda  in the long run.  

From the CAB Opinions it appears that this category of arguments turns up 
particularly at the morally problematic licence applications: (commercial) production 

Fact-finding and 
constructing of norms 
 

Procedures 
 
Is severe discomfort necessary for the research?  
Then submit the experiment to an Animal Experiment Committee for evaluation 
 
Knock-out effect unknown? 
Describe meticulously and thus obtain more information from the experiment 
 
The same transgenic mouse available  elsewhere? 
Attempt to obtain that mouse 
 
Harm unknown? 
Keep a welfare diary. 
 
+ Severe discomfort? 
Sacrifice within 24 hours 
 
Is another production method a realistic alternative?  
First wait for comparative clinical studies before a choice is made. 
 
If alternative production appears to be promising? 
 When it turns out to be better during the licence period, stop the project  
 

UN- KNOWN 

Approve 
application? 

yes/no 

Because... 
[norms: 
established 
and new] 

no yes 
Negative 
advice 

Positive 
advice 

but 

Because... 
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and new] 

Positive 
 
 
 
advice 

Semantic shift 



 80 

of biomedical proteins, making disease models with severe harm to health and welfare 
for the animals involved, and the Opinions with regard to integrity (see figure I.13). 

  
 

  
Figure I.13: Semantic shifts as solution 
 
 
3.6. Continuing division 
 
The procedural and semantic solutions lead to a situation in which the underlying 
problems, explicated or not, continued to exist as ‘pending problems.’ Pacification of 
ethical questions by means of procedures and semantic shifts is therefore in the long 
run not a solution. Because of their nature these questions will present themselves 
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Semantic shift 
 
Fundamental research less substantial? 
- fundamental research, certainly, but embedded in a socially important field of 
research 
- it cannot be excluded that fundamental research leads to medical applications. 
By advising negatively now the chance of applications is thrown away.  
 
Objectives realistic?  
International subsidies have been obtained 
 
Alternatives instead for the  production of biomedical proteins?: 
The Committee has confidence in competition in the pharmaceutical industry. 
 
Can it be done with less animals? 
No, it is the usual number. (an independent  reference is added here only after 
C12) 
 
Discomfort/Harm acceptable? 
This harm is, however, directly connected to the exploratory character of the 
research. 
 
Harm to integrity / overall acceptability? 
- This harm implies an ethical objection against this research, but is intrinsic to 
its character.  
- ...that they  weigh up against the expected harm (for patients, society and 
science) if this research is not carried out. 
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anew time and again. This raises the question whether the CAB, in its specific setting 
as policy instrument, i.e. with its casuistic, solution-directed decision-making 
assignment, has enough room to be able to contribute to a further deepening and 
clarification of these persistent ethical questions. This question will be discussed in a 
chapter 3.7.  

The CAB Opinions and its answers to objections further showed that there were 
several issues the CAB remained explicitly divided during this period, and which it 
could not manage by any of the three solutions directions: criteria, procedure or 
semantic shift. These issues therefore continuously lead to majority and minority 
positions:  
 

1. One could not find agreement about the demarcation between on the one hand 
the importance of fundamental research ‘by itself’ and on the other hand the 
importance for society of this fundamental researchxli. This dispute is of 
relevance for the review because substantial importance of the aim of the 
transgenic experiment is the first assessment criterion. 

2. There was disagreement about the substantial importance of fundamental 
research ‘by itself.’  

3. There was a difference of opinion about the demands that have to be made of 
an alternative, in order to be considered a realistic alternative.  

4. One could not come to agreement about the weight and relevance of harm to 
integrity.  

5. In the Opinions it becomes clear that there has not been found a way with 
which to balance the moral, prudential and pragmatic arguments against each 
other. One “conceals” this ethical-methodological problem by claiming that 
the majority and the minority balance the arguments differently. The 
formulation of conflicting majority and minority positions can be regarded as a 
special form of a procedural norm to ‘solve’ the dilemma.  

                                                 
xli The term `fundamental research` is used throughout this thesis, with the same meaning as the term 
`basic research` 
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Chapter 4 

The viewpoints of experts 

 
 
 
This study contains the results of semi-structured interviews with 24 experts who were 
interviewed in the Summer of 2000. The experts were chosen as representatives of 
relevant groups. The interviewed experts came, in proportionate numbers, from seven 
relevant ‘categories:’ social organisations, CAB members, civil servants, members of 
parliament, licence applicants, media experts, and independents. All of them were 
involved in their profession in one way or another with the governmental policy with 
regard to biotechnology in animals. The group of societal organisations consisted of 
three persons from animal protection organisations and one from a patient 
organisation. The group of independents consisted of persons who occupy themselves 
with philosophical and/or religious issues and who in addition had no direct interest 
in, or involvement with the governmental policy. 
 
The principal questions that formed the basis for the interviews were: 
 
1. To what extent has the moral position of the animal in relation to biotechnology 

been strengthened and/or clarified by the activities of the CAB? 
2.  What has been the contribution of the CAB to the stimulation of the debate in  

society and the achievement of public support (consensus) for the interpretation 
of this issue? 

3.  Which moral objections are specifically tied to biotechnological procedures 
 with animals? 
 
The first two principal questions are directly related to answering the question whether 
the objectives of the policy have been met by the CAB review. The third question is 
also connected to this, though more indirectly, but was also meant to gain insight into 
the perception of the different parties involved on the nature of the policy problem: to 
what degree do they experience animal biotechnology as an (un)structured problem? 
The principal questions were part of the interviews in the form of underlying sub-
questions. These questions, preceded by the list of interviewees (appendix 1), are 
listed in appendix 2. 
 
The perceptions of those interviewed were compared with the actual norms of the 
CAB. In this way, it could be analyzed whether all aspects of the problems, as these 
came up in the interviews, were also found in the norms of the CAB. In the same way, 
in connection with the public CAB documents, it was also examined whether legal, 
procedural or political causes delimit the ethical discussion.  
 
In section 4.1 through 4.3 the findings from the interviews are discussed according to 
the three principal questions and divided into the sub-themes that were brought up in 
the sub-questions. As an exception to this, the positions of the interviewees regarding 
intrinsic value and integrity have been placed separately in section 4.4, as the opinions 
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about these central points of departure turned out to be significant for all three 
principal questions. This section also examines the differences of opinion about the 
meaning of a ‘no, unless’ policy. Lastly, in section 4.5 the most important results are 
briefly summarised. 
 
 
4.1. Clarification and strengthening of the moral position of the 
animal 
 
The interviewees were strongly divided about the answer to the question whether the 
policy has clarified the position of the animal. A minority, especially coming from the 
groups of CAB members, civil servants and MPs, ascertains that clarification has 
occurred. They mainly refer here to the licence procedure itself. The fact that a licence 
procedure exists, which indicates under which conditions animal biotechnology 
procedures are acceptable, gives clarity. It also has taken away unrest. One CAB 
member indicated that the goals and consequences of research have become more 
clear by the assessments, and that the review has confirmed that this research is 
acceptable. A majority argued that no true clarification has occurred. They indicated 
that no boundaries have been set to the use of animals and that animals had therefore 
remained ‘objects of use.’ Licence applicants bring forward that citizens have heard 
nothing about the work of the CAB and in their opinion clarification in that sense has 
also not been established. The media experts noted that the position of the animal has 
indeed become obscured, because the government says that a ‘no, unless’ policy is 
pursued, while in practice this does not take place. One CAB member remarked that in 
the transition from the Schroten II committee to the establishment of the CAB new 
members who supported a ‘yes, if’ assessment took a seat in the Committee. Because 
of this, much time was spent on internal discussion, which obstructed the external 
clarity (clarification). 
 
There is also a strong difference in opinion about the question whether or not the 
policy (the CAB as ethical instrument) has contributed to a stronger position of the 
animal. The opinion of individuals with regard to the ‘strengthening’ assignment 
appeared to be connected to their opinion about the ‘clarification of the position of the 
animal.’ Part of the interviewees, again mainly coming from the CAB members, civil 
servants and MPs , think that the position of the animal has been strengthened. Here 
too these individuals mainly refer to the licence procedure itself. They argue, as there 
is a licence procedure that indicates under which conditions animal biotechnology 
procedures are acceptable, it puts up a barrier and is therefore strengthening. This 
group further points out that because of the licence procedure researchers are forced to 
reflect, which leads to an increased awareness. The MPs also put forward that without 
the CAB the position of the animal might have been even weaker. Another part of the 
interviewees, among which all representatives of animal protection organisations, 
argued that no improvement had occurred. This group of interviewees contended that 
no boundaries were set to the research and pointed out that all research that had even 
the slightest biomedical touch to it was approved. A third group sees no substantial 
effect in either a positive or negative sense. Media experts noted that the crises about 
for example BSE and ‘dioxin chickens’ resulted in  much more effect on the position 
of the animal. All licence applicants were also of the opinion that the policy has had 
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no significant effect on the moral position of the animal; they draw attention to the 
fact that in the Netherlands the necessary measures are already taken to treat 
laboratory animals well and that the treatment (of each individual animal) has not 
been changed. They further put forward that the policy has not prevented that research 
with transgenic animals has increased. 
 
Limits that have been set to the genetic modification of animals 
About half of those that have been directly involved in the licence procedure indicated 
that the CAB has not established concrete limits of that which is acceptable. 
Especially the representatives of animal protection organisations consider  this as 
problematic. According to them this does not lead to the desired clarification and 
strengthening of the position of the animal; instead it shows a ‘yes, if’ attitude. Others 
point to the complexity of biotechnology in animals, which should therefore be 
examined case by case. This makes it difficult to set concrete boundaries. The other 
half of those directly involved indicates that the CAB had set some limits and 
mentions cloning as an example. One sometimes referred here to the procedural 
motivation of the prohibition. Only CAB members and civil servants mention 
additional limits. They point to limits that have been set in the numbers of laboratory 
animals, animal species, the duration of the licence per project and to the prevention 
of unnecessary use of animals by not generating transgenic animals that are available 
elsewhere. Those that have not been directly involved in the licence procedure 
(politicians, media experts, independents) did not know whether the CAB had drawn a 
line.  
 
What comes forward in the answers is that a difference in interpretation exists about 
what can be considered a ‘limit’. If a limitation is mentioned at all, then this is the 
‘prohibition on cloning.’ Only two CAB members mention several practical and 
mainly procedural limits, while the third interviewed CAB member indicates on the 
contrary that no fundamental (deontological) limits have been set. 
 
To what extent is the dialogue in the CAB free of interests and agendas? 
Virtually all those directly involved in the licence procedure who have access to the 
internal discussion within the CAB, including CAB members, indicated that personal 
interests, both scientific and financial, play a substantial part in the discussion within 
the CAB. What comes forward from the interviews with CAB members and civil 
servants is that the communication is open and respectful, but that the background of a 
CAB member is indistinguishable from the position that he or she brings forward. One 
CAB member noted that a majority of the CAB members are indirectly connected to 
the research in their capacity as researcher, which brings with it the danger that they 
therefore cannot really be independent and critical towards the research. In addition 
this member indicated that it were the members who had no direct association with the 
research who usually came to a (more restrictive) minority position together. In a more 
general sense one also referred to the legal context and time pressure as obstacles for a 
`Habermassian` power-free dialogue. 

Interviewees who have been directly involved in the licence procedure, but 
who did not have access to the internal discussion within the CAB, think that the 
members’ own interests play an important role. According to them this applies both to 
members with a ‘positive’ as well as a ‘reserved’ attitude with regard to the 
biotechnological research. As a result the discussion turns into a conflict of interests, 
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according to them. They also pointed to the problematic conflict of interest with the 
scientific establishment. They also mentioned the public statements of the CAB 
members, which seems to indicate that the CAB supports a ‘yes, if’ policy. Of those 
who were not directly involved in the licence procedure (media experts, politicians, 
independents) a large majority supposes that the discussion is bound by interests.  
 
Not everyone, however, regarded this interest context as problematic. Those who do 
not consider it problematic pointed to the fact that the CAB specifically was meant  to 
balance  interests. They bring forward some preconditions, though. First, that all 
relevant interests have to be represented, in order to attain a balanced reflection of 
society. Second, that there has to be a balance of power between the different interests, 
and third, that this conflict of interests has to be transparent for the outside world. 
 
 
4.2. Contribution of the CAB to the stimulation of discussion and 
consensus in society 
 
The interviewees indicated that they are familiar with the activities of the CAB from 
their own professional position, but that they did not so much learn about these from 
the media. Incidentally, the fact that interviewees are familiar with the CAB does not 
always mean that one is familiar with the licence procedure. 
 
The contribution of social organisations to the opinions 
What emerged from the interviews with civil servants and CAB members was that 
according to them the CAB already in its first opinion takes into account the 
arguments and positions of social (animal protection) organisations in the final 
deliberation. The contribution of these organisations by means of the public hearing 
on this first opinion, does therefore not add something new to the assessment by the 
CAB and this contribution is mainly seen as riding one’s hobbyhorse. The applicants 
brought forward that the criticism from social organisations originates in opportunism 
and is not relevant, nor representative for the Dutch population. The interviewed 
representatives of animal protection organisations, on the contrary, have the 
impression that for a majority within the CAB the importance of the research has 
already been established from the start, and that any critical contribution is defeated by 
this setting.  They argue that because of this it is the quantity and not the quality of the 
arguments that is the deciding factor within the CAB. One CAB member confirmed 
that this plays a part within the CAB. The animal protection organisations further 
confirmed that their contribution during hearings and in written objections often 
connects closely to the minority position of the CAB. 
 
The absence of (visible) influence of social organisations on the opinions of the CAB 
leads according to virtually all those interviewed to consequences for society or the 
policy. As a societal consequence, it is mentioned that frustration builds up in 
organisations that contribute to the hearings, including applicants. Because of this, the 
social organisations will eventually give up or radicalize instead. The discussion can 
thus end up in stalemate and will not evolve anymore within the context of the licence 
procedure.  It is also noted that a further consequence might  be that the biotechnology 
debate transfers itself to committees other than the CAB. Interviewees mentioned that 
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the consequence for policy might be that the ministry of LNV draws the conclusion 
from this situation that the hearings have become a ‘ritual dance’ and have therefore 
no function and can be abolished. Those from the media and the independents further 
specifically indicated that another consequence might be that the standard changes 
from ‘no, unless’ to ‘yes, if.’ 
 
The minister of LNV had always followed the main line of the majority advice in the 
Opinions of the CAB. Most interviewees do regard this as a normal course of events. 
They bring forward that the minister does not himself have the expertise of the CAB 
and that he therefore has to rely on the CAB. He can only pass an advisory organ that 
has been set up by himself in exceptional cases. These interviewees stressed the 
importance of the independence of the opinion, being free of political colour.  
 
For the same reason of (political) independence several interviewees, mainly those 
with a reserved attitude towards biotechnology in animals, asked for a much more 
active attitude of the minister. They are of the opinion that the minister should 
motivate much better why he follows the majority advice, or that he even should 
follow the minority advice, when this corresponds with the positions held by 
organisations in society. 
 
The degree of insight into and the accessibility of the licence procedure 
All interviewees involved in the licence trajectory indicated that the licence procedure 
in a formal sense, and all steps that need to be taken in it, are clear. However, one 
criticism that is generally shared by those involved, including CAB members, is that 
the eventual final assessment, where the actual decision is taken about the 
acceptability of the research, is not clear. This is attributed to the fact that the CAB 
carries out an integral review and does not work according to for example a ‘decision 
tree structure, where one makes a decision at every step regarding the 
(un)acceptability of each aspect of the application that has to be assessed.  
 
The accessibility of the licensing procedure met with more criticism. Those involved 
in the licensing procedure indicated that the accessibility is also well ordered in a 
formal sense, but that in practice the information is not easily accessible for non-
experts. They pointed to the technical terminology, which is not understandable for lay 
people and does not connect well to the discussion in society. Several interviewees 
also plead that the information should be more public. Representatives of animal 
protection organisations showed themselves to be the most critical about the actual 
accessibility of the process. They indicated to appreciate the hearings for the fact that 
these form the only moment when they could  come in contact with licence applicants. 
They can thus directly ask questions to the licence applicants (researchers) instead of 
obtaining  indirectly answers on their questions through the CAB. One interviewee 
argued here that in this way desired information is collected that could not be obtained 
through the CAB itself. 
 
Representatives of animal protection organisations made various suggestions for 
improvements. For example, they proposed to include lay members into the CAB. By 
doing so both the language and the contents of the discussions will connect better to 
the opinions that exist in society. They also suggested that all information should 
become better available through the internet. Furthermore, the influence of citizens 
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has to be improved by allowing them, more than is now the case, to determine the 
agenda of the hearings and the (at the time of the interviews, still to be organised) 
public discussion meetings. 
 
Opinions about (the regulation of) biotechnology in animals in the light of the 
current policy 
The interviewees had several years of experience with the Dutch policy regarding 
biotechnology in animals. In the interviews it was asked whether, because of this 
experience, they have acquired different opinions about the way in which 
biotechnology in animals should be regulated. A majority indicated not to think very 
differently about that. Some mentioned that the licence procedure should have a 
shorter duration. It was mentioned several times, though, that the enforcement should 
improve, or that the criteria should be accentuated (with a more 'principalistic' 
approach). There should also be more integration with wider policy discussions, in a 
way that meta questions (such as ‘what do we want with this technology’) should be 
on the agenda. In this regard, others argued for a broadening of the debate, including 
more general ethical questions.  
 
With regard to the ‘biotechnology in animals’ phenomenon as such, two 
representatives of animal protection organisations indicated that their position is no 
longer an absolute ‘no,’ but a ‘no, unless.’ The remaining interviewees stated that their 
position has not substantially changed. Several interviewees indicated to have 
obtained more insight into the developments and their context. For several persons 
this leads to an increased worry about the expansion, also under the influence of 
economic forces related to animal biotechnology. They plead for an even more critical 
examination of research. 
 
Possibilities to stimulate the public debate 
The interviewees made several suggestions as to how the government can stimulate 
the public debate. Among others, the media experts noted that the discussion should 
connect well with the ideas, opinions and worries of citizens. This should first be 
mapped via social science research. According to some, there should be more room in 
the debate for philosophical and fundamental questions, yet at the same time others 
indicate that the debate should not become too abstract. In any case, it should be 
prevented that, as happens now, (the contents of) the debate becomes monopolised by 
experts. It was further considered important that more ‘natural,’ spontaneous 
possibilities are realized to talk about the subject, apart from organised large-scale 
debates. It was also considered of eminent importance that public media and other 
information sources are well informed and write about the subject. As a suggestion to 
arrange this, writers and opinion leaders might be invited to create a certain amount of 
discord in order to let the antagonists come forward. 
 
Several interviewees consider it important to involve both supporters as well as 
opponents in the public debate. One way they suggest to realise this is by making the 
policy stricter. A number of persons noted in this respect that at this moment the lobby 
‘in favour’ and the lobby ‘against’ with regard to genetic modification of animals 
operate through different channels. According to their impression the lobby ‘in 
favour’ works more through direct contacts with politicians and policy makers, while 
the lobby ‘against’ seeks support via public debate. Besides this, from different sides 
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it was noted that, for the debate to be truly interesting, the results of it should affect 
policy, and that real choices should be on the agenda of the debate. Finally, the 
internet was mentioned as a way to supply concise (access to) information. 
 
 
4.3. What ethical objections are connected to biotechnology in 
animals? 
 
The criteria to be used in the moral deliberation 
Except for the group of applicants, almost all interviewees could agree with the 
criteria as applied by the CAB (objectives, alternatives, health and welfare, and 
integrity). What often came forward here is that research should only be permitted if it 
is of considerable importance and no alternatives exist; saving human lives is 
mentioned here as an example. Interviewees noted, however, that the claims made by 
researchers should then be examined critically. Various informants refer to the central 
question whether humans are allowed to use animals. The suffering of animals was 
further mentioned as the most important criterion in the trade off with the proposed 
research. From the side of the representatives of animal protection organisations, 
health and welfare were mentioned as the far most important criteria. They noted here 
that suffering as a consequence of follow-up procedures, i.e. cancer induction, 
toxicology tests, pharmacokinetics,  should also be included in the weighing process 
by the CAB as these procedures are part of the goals that are aimed for  when the CAB 
reviews the genetic modification. The animal protectors do not so much call into 
question the assessment criteria themselves, as the interpretation that is given to these 
by the CAB.  
 
In addition, interviewees from the groups that are not directly involved in the licence 
procedure bring forward that the correctability and verifiability by society of the 
development of biotechnology in animals should be a point of special interest as it 
concerns innovative developments. They further put forward that the importance of 
the research for society should be a broad interest of society; it is not sufficient when 
this is an interest of the biotechnology industry itself, nor an interest of an elite. 
Biotechnology in animals should also not be allowed, according to them, if it only 
concerns an economic interest. 
 
Only the applicants group indicated to support an assessment on a more ‘narrow’ basis 
such as the one carried out by AECs, where a purely utilitarian balance of interests is 
made between the importance of the research and the suffering of the animals, based 
on the 3 Rs: replacement, refinement, and reduction. 
 
What are the central ethical problems in carrying out biotechnological procedures 
with animals? 
In the answers to this question mainly review criteria have been mentioned that are 
part of the CAB review framework. A few mention besides this the controllability and 
unpredictability of the consequences as a central problem. A minority (with 
representatives from various groups) mentioned harm to integrity or, connected to this, 
the crossing of species boundaries. Part of this minority is of the opinion that the 
license procedure offers enough room to discuss this problem. However, other 
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interviewees think that this is not possible in practice. In this second group it was for 
example brought forward that some of the general issues that genetic modification 
raises had already been accepted by the CAB.  
 Some interviewees, especially the licence applicants, regard health and welfare 
of the animals and the search for alternatives as the most important ethical issues. The 
restriction of unnecessary research is also mentioned. According to them within the 
current licence procedure one is very well able to address these issues. All civil 
servants indicated that the problems they see can be addressed well in the licence 
procedure (the problems they see form a cross section of those mentioned by the 
others).  
 
Those who are not directly involved in the licence procedure gave a more general 
answer. According to them the central problem is how society can do justice to the 
interests of the animal (often one refers here to the violation of the intrinsic value of 
the animal). Concern was expressed about the ‘business as usual’ way animals are 
used for the benefit of humans. In relation to this they pointed to the arrogant attitude 
of humans to place themselves above animals is considered to be a central question. 
According to them, the licence procedure does not offer the room to discuss and 
explore these central issues. Actually, it was stated that these issues should be 
answered before one enters the ethical assessment in the licence procedure. 
 
Who needs to play the central part in the decision-making? 
In the interviews it was asked which of the four stakeholders (societal organisations, 
industry, scientists, or government) should be in charge of decision-making about 
animal biotechnology. The interviewees unanimously consented that not just one party 
should be appointed to this central role. The decision-making should instead occur in 
combined action. All those interviewed are of the opinion that the decision-making 
should in any case not be left to market mechanisms.  
 
What is the difference between transgenic and non-transgenic research? 
When asked whether they themselves see a difference between transgenic and non-
transgenic research, three types of answers were given by three groups of about equal 
size. Several interviewees, especially the licence applicants, do not see ethical 
differences between transgenic and non-transgenic research with laboratory animals. 
Another group only see differences of degree. Aspects that come forward here are 
particularly the fact that the consequences are more far-reaching and more difficult to 
predict. A third group sees a substantial difference and especially mentions in this 
respect integrity,  and the interference with the DNA which has inheritable 
consequences for the animals. 
 
Asked about their estimation as to how Dutch citizens think about the difference 
between transgenic and non-transgenic experimental animals, a majority of the 
interviewees hold the opinion that this especially connects to notions of integrity and 
the creation of new species. What was also brought forward, more than once, is that 
one suspects that citizens are worried that genetic modification of animals is a step in 
the direction of genetic modification of humans. Part of the majority believed 
furthermore that citizens know little about biotechnology in animals and that citizens 
would make less of a difference between transgenic and non-transgenic research if 
they would know more about biotechnology. 
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To what extent is there a consensus about facts, and about norms and values? 
Almost all interviewees saw little consensus. They roughly agreed that not all relevant 
facts are known for an ethical assessment. They are also of the opinion that there is no 
consensus about the values that are at stake in the genetic modification of animals. 
 
Other policy limitations 
The interviewees themselves have brought forward several other limitations that stand 
in the way of dealing with the problem. The fact that section 66 article d of the Animal 
Health and Welfare Act has not been put into practice is mentioned as a legal 
limitation. In this article the so-called import prohibition is laid down. This limits the 
impact of the review; researchers can freely import genetically modified animals, but 
can also carry out so-called follow-up procedures, without this being reviewed by the 
CAB.xlii This can lead to a transfer of problematic biotechnological activities on 
animals to other countries in order to circumvent the Dutch review, with the cloning 
experiments in Belgium of the Dutch Pharming company as a well-known example.  
The legal context is also mentioned as an restricting influence on the review. What 
comes forward is that the CAB anticipates in its opinions the possible objections by 
animal protectors, who might, based on the principle legal certainty, criticise 
inconsistencies in its opinions. This threat induces a self limiting mechanism on the 
freedom of the CAB to change its position over time and to report at full length on 
(disagreement in) its deliberations.  
 
One CAB member further noted that the pressure to deliver the opinion within the 
legal time slot does not always permit the CAB to explore discussions about the 
contents of the problem in depth. The CAB finds itself in a situation in which it has to 
carry out its assignment with a lack of clarity and with differences of opinion about 
the points of departure of the review framework. Because of the limited time in which 
advice has to be delivered, however, it cannot wait until these problems have been 
solved. Also because of time pressure, it can not always have all factual information 
relevant for the review at its disposal. Not everyone involved experiences this as 
problematic, though.  
 
 
4.4.  Intrinsic value and integrity 
 
The role and meaning of the concepts of intrinsic value and integrity was examined 
specifically in the interviews. The interpretation of ‘no, unless’ policy was also 
included here. It was observed that a great diversity of opinions existed with regard to 
the definition, weight and function of these concepts. In a general sense, intrinsic 
value did receive broad support among the interviewees as the general notion that the 

                                                 
xlii A so-called gentlemen’s agreement does exist between the Royal Dutch Academy of Sciences 
(KNAW) and the Dutch Society for the Protection of Animals, to voluntarily offer imported genetically 
modified animals for review. In practice, however, this has not led to publicly accessible information 
about (the moral acceptability of) these imports. On the basis of a resolution of the Member of 
Parliament Swildens-Rozendaal (TK, 2000-2001), which was passed in October 2000 during the debate 
evaluating the Animal Biotechnology Decree, the ministry of Agriculture, Nature and Food Quality 
(LNV) agreed to set up a monitoring system for imported animals. However, this system does not entail 
an ethical review of the imports, but provides quantitative data. 
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animal represents a value in itself and has a dignity by which the animal becomes 
morally relevant. It gives expression to our concern and responsibility for animals. 
Interviewees indicated here that it is man who attributes this value to animals. 
Especially the interviewees from the groups of societal organisations, independents 
and media experts attached much value and weight to the concept. On the contrary, 
interviewees who show a positive attitude towards biotechnology in animals stressed 
in particular that they see a clear distinction between the intrinsic value of humans and 
that of animals. They include the dimension of status in their description of intrinsic 
value and want to see indicated that the human interests weigh more than the interests 
of animals. 
 
Integrity was called much more into question than intrinsic value. There is also more 
diversity and less clear articulation in the opinions on this concept. Only the group of 
licence applicants unanimously indicated that both concepts do not play a role for 
them. They characterised them as concepts that are senseless or not workable. These 
applicants, but other critics of the policy as well, associate these concepts with 
Christian views and interests, but also with those of ethicists, theologians, and animal 
protectors.   
 
When the positions of the interviewees are examined in more detail, these turn out to 
differ essentially with respect to the precise interpretation of the meaning and weight 
of the concepts. Apart from the unanimous negative position of the group of 
applicants, it is not possible to record one distinctive ‘group position.’ Even when one 
roughly meets each other on the meaning of the concepts, there still exists a big 
difference in the relative importance that one attaches to the concepts. It can thus be 
the case that two experts define the concept of integrity approximately similarly, but 
attribute a very different weight to it. In the next section an overview of the 
differences that came forward in the interviews is given.  
 
Difference in meaning between intrinsic value and integrity?   
One group of the interviewees made a clear distinction between the two concepts and 
could formulate a separate definition for each concept (see below for the variety in 
interpretation of the content). A second group is of the opinion that there is a 
difference between the concepts, but considers it difficult to articulate the exact 
differences. A third group sees no substantial difference between these two concepts 
and indicated that for reasons of clarity it is better to use one concept, i.e. preferable 
intrinsic value (animal interest groups) or integrity (civil servants). 
 
The absolute, qualitative nature of the concept of intrinsic value 
Some interviewees attribute an absolute, qualitative nature to intrinsic value in 
particular. They especially refer to the value of the animal in itself, in opposition to the 
instrumental value (utility value) of the animal. In this context, it is argued that this 
value is unchangeable and cannot be harmed by biotechnological procedures.  
 
The relative and quantitative nature of the concept of intrinsic value 
Others stress instead the relative character of the concept of intrinsic value and argue 
that humans can assign a certain status to the animal by using this concept. They also 
indicate that this value can be harmed by biotechnological procedures (incidentally, 
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this last interpretation is also given in the government memorandum to the Animal 
Biotechnology Decree). 
 
The ethical versus the physical character of the concepts 
The meaning of intrinsic value was defined mainly in an ethical sense by most of the 
interviewees, whereas integrity was defined both ethically and physically. Intrinsic 
value is mainly characterised as the point of departure regarding our attitude towards 
animals, e.g. it indicates in a general sense that animals should not just be used 
instrumentally for human purposes. The general (and ethical) character of this framing 
of intrinsic value positions this concept only in the function of a steppingstone, which 
they do not specifically define as a criterion for the ethical review. 
With regard to integrity, some interviewees gave a predominantly ethical 
interpretation of integrity while other interviewees interpret it above all in a physical, 
‘natural science’ sense. In an ethical sense, one refers to notions such as ‘living a good 
life according to the nature of the animal.’ In a physical sense, one refers to the 
wholeness/entirety and authenticity of the animal. In this physical sense of authenticity 
one also refers to the species specific nature/behaviour of the animal. Those who refer 
to the physical component of integrity stress that because of this ‘scientific’ nature 
integrity is much more useful (because more quantifiable) as a criterion in the ethical 
review than the concept of intrinsic value. Even when integrity is defined physically, 
one still referred to the (inter)subjective nature of this concept. The group of 
applicants, who do not attribute a function to these concepts, stated that integrity in a 
biological-physical sense at the species level is problematic, because the biological 
definition of a species is problematic. 
 
Even when a similar kind of notion is laid in a concept, the specific ‘characteristics’ of 
the definition can be quite different. This can, for example, be seen with those who 
assign a general ethical notion to the concept of intrinsic value. Some describe this 
notion as nothing more than that animals are morally relevant because of their own 
interests. Another person adds to this that the nature of the animal itself is implicit in 
the concept, which rises above health, welfare, and integrity. Others indicate that the 
‘no, unless’ principle is expressed in this way and that it creates room to criticize the 
objectification and instrumentalisation of animals. 
 
Use of the concepts of intrinsic value and integrity by the CAB 
With the exception of the group of interviewed civil servants and CAB members, 
almost all interviewees indicated that it is not clear to them how the CAB uses the 
concepts of intrinsic value and integrity. Those who think to know how these concepts 
are used by the CAB, gave various descriptions of this use. The interviewed CAB 
members held different perspectives on the way in which the CAB should use these 
concepts. Both CAB members and civil servants noted here that the concepts, and in 
particular integrity as a criterion for assessment, appeared not to play an important role 
for some CAB members. 
 
In particular, among representatives of animal protection organisations the perception 
dominated that the concepts are used strategically by the CAB. The interviewed 
applicants point to the fact that the concepts are not well defined in legislation. This is 
in line with an often recurring theme in the interviews, connected to the lack of clarity 
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in the use and definition of the concepts, whether the CAB is actually reviewing 
according to a ‘no, unless’ or ‘yes, if’ policy. 
 
The role of intrinsic value and integrity as criteria in the ethical assessment 
The role that the interviewees see for intrinsic value and integrity, specifically with 
respect to ethical assessment, is connected to the more general attitude towards these 
concepts. The opinions about the role vary from ‘important,’ through ‘the role they 
play now’ to ‘no role whatsoever.’ Interviewees who showed a reserved attitude 
towards biotechnology in animals, especially those from the group of societal 
organisations, indicated that the concepts should serve as points of departure of the 
review. The concepts should indicate that this kind of procedures with animals should 
in principle not take place, and may only be carried out when there is a goal of 
substantial importance, and in absence of  alternatives. Some indicated here that the 
concepts should be defined well in advance. It should be determined what weight 
these concepts should have in the assessment, so the importance of the experiment 
could be measured to this weight. Another approach that was given is that the more 
the procedure leads to instrumentalisation of the animal, the heavier these concepts 
should weigh in the assessment.  
 
Interviewees who showed a positive attitude towards animal biotechnology do not see 
an important role for these concepts in the ethical assessment. They argue that 
especially the suffering of animals should be well examined, and that this should be 
weighed against the importance of the research goals. 
 
The role of the concepts of intrinsic value and integrity in the societal debate 
A majority of the interviewees held the perception that the concepts of intrinsic value 
and integrity do not play a significant role in the societal debate. They pointed to the 
observation that these concepts are mainly used in professional circles. A large 
majority, which is equally divided over the group of interviewees, argued that the 
concepts are ill-defined, too difficult or abstract to play an important role in the 
discussion in society. The concepts should therefore first be interpreted and defined 
more unambiguously. However, it was also noted that the two concepts, as far as they 
are defined, do not connect well to the discussion in society. One media expert argued 
in this respect that a concept such as ‘naturalness’ connects much better to the ideas of 
citizens. It was further noted that preferably concepts should be used that do not 
polarise, because polarisation reduces the options for a reasonable consultation 
between opposing parties. The concepts used should especially appeal to the human 
responsibility for animals.  

Representatives of animal protection organisations indicated that the concepts 
of intrinsic value and integrity should play an important role, as being the point of 
departure for the debate in society. Media experts indicated that the concepts are used 
opportunistically at this moment, but that the concept of intrinsic value in particular 
could play a role as a point of departure to explore the discussion about animal 
biotechnology in depth and to establish ethical boundaries. 
 
Box I.1:  A diversity of opinions about the meaning of ‘no, unless’ policy 
 
From the interviews it emerged that differences of opinion also exist about what a ‘no, unless’ 
policy should consist of in practice. This varied from ‘only give exemption from the prohibition in 
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exceptional cases’ to ‘only start with the research after the licence has been granted.’ Incidentally, 
this difference of opinion does not come forward in these interviews alone. In the objections of 
animal protection organisations to the Opinions of the CAB and in the annual reports of the CAB 
itself, additional information can be found about the different interpretations that those involved 
give to ‘no, unless’ policy (Commission for Biotechnology in Animals, 2000). The picture that 
emerges from these sources is briefly described below. 
 
Part of the CAB argued that the ‘no, unless’ policy means that first the substantial importance of 
the research has to be demonstrated and in addition that it has to be demonstrated that there are no 
realistic alternatives. When both preconditions have been met, the evaluation changes to a (‘yes, 
if’) deliberation between harm to integrity, health and welfare (and remaining ethical objections) 
on the one hand, and the importance of the research on the other. Included here is a judgment 
whether no unacceptable consequences for the animals occur.xliii Other members of the CAB, 
however, stated that the ‘no, unless’ is especially meant as a check against an all too easy 
interpretation of the ‘yes, if.’ They brought forward in the interviews that for them the basic 
attitude towards animal biotechnology is in principle one of accepting this technology. In this  
variant the ‘no, unless’ is more a legal procedure that states that only after legal review and 
granting a licence biotechnological research is allowed to be carried out.  
 
From the interviews and the submitted objections to CAB Opinions it emerges that animal 
protection organisations give their own interpretation to the ‘no, unless’ policy. They take the 
position that the ‘no, unless’ means that animal biotechnology procedures are in principle 
prohibited. For important societal interests one can depart from this, but then it should be 
demonstrated beforehand that the animals will not experience (severe) discomfort. There should 
also be a considerable degree of certainty regarding the contribution of the proposed research to 
the realisation of the ultimate societal objectives (therapies, drugs, et cetera). In case of uncertainty 
the animals should get the benefit of the doubt as a logical consequence of the ‘no, unless’ policy 
(in line with the so-called precaution principle) and the research should therefore be rejected. They 
also refer here to the historical development of the review framework and the ‘policy of prudence’ 
desired by the CAB (Genokrant, 2000; Jaspers, 1997; Commission for Biotechnology in Animals, 
2000). 
Furthermore, different thoughts appeared to exist regarding the  interests of animals that should 
count in this ‘no, unless’ policy and how these should be weighed against the balance of interests. 
The CAB too was divided on these issues. According to the interviewed CAB members, a 
majority of the CAB only attaches importance to welfare and health as interests of animals, while 
respect for the integrity of animals is attributed little weight or is not seen as a fully fledged,  
independent criterion.xliv The minority also attaches great importance to welfare and health as 
interests of animals, but in addition considers respect for the integrity of animals as a substantial 
interest of animals. The positions of scientific organisations and the animal protection 
organisations about this subject coincide in general with those of the majority and the minority 
within the CAB, respectively. 
 
There also was disagreement about setting boundaries within the assessment itself. A minority of 
the CAB supports setting a fundamental boundary with regard to the maximum harm to health, 
welfare and integrity of animals, independent of the importance of the objective. A majority is of 
the opinion that only the minimum requirement, that the research is of substantial importance, has 
to be met (Commission for Biotechnology in Animals, 2000) . The assessment then has to be done 
according to a cost-benefit analysis, where no fundamental boundary is set in advance with respect 
to the unacceptability of the consequences. What emerges from the interviews is that according to 
the majority this boundary has not been encountered up to now. 

                                                 
xliii This opinion also connects to the review system that is currently used by the CAB. 
xliv This does not only come forward in the interviews, but in the media the CAB members give 
comparable comments as well (Integriteit, 2000, see also in Genokrant, 2000; Jaspers, 1997; 
Commission for Biotechnology in Animals, 2000). 
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Chapter 5 

Citizens as a `reality check` 

 
 
 
Detailed analysis of the Opinions of the CAB and interviews with well informed 
experts could in principle suffice as sources to deconstruct and reconstruct the deeper 
aspects of the persistent problems regarding the ethical review committee as a policy 
instrument.  At the same time, however, well informed experts and the CAB might 
keep each other prisoner in a closed (inner) circle of `expert advisors`. Thus a sole 
focus on these experts might bias the study material, e.g. being their inner circle 
dialogue, as well as the analytical scope of the investigator of this study, e.g. the 
absence of an outsider`s reference. In order to estimate the level of this inner circle 
bias, an additional though small,  methodological exercise was set up: the citizen 
check. This was not aimed to be a comparison of results between two reconstructions, 
e.g.  the reconstruction of the policy arena and the reconstruction of the (silent) public 
at large on this topic (this would need an extensive survey among citizens). Instead 
this check with citizens served as a litmus test regarding the norms that have been 
reconstructed in this study and the decisions of the CAB. 
 
At the end of 2000, semi-structured interviews were held with five about their 
considerations with regard to animal biotechnology and its regulation by the 
government. As a preparation for this interview the citizens received a brochure from 
a Dutch Foundation for science education (Stichting WeTeN) about animal 
biotechnology. Furthermore, during a ‘focus group’ meeting on April 24, 2001 a 
summarised though representative overview of the CAB norms was discussed with 7 
citizens. Several of these citizens had already participated in the citizen panel on 
cloning of the Dutch institute for technology assessment, the Rathenau institute. In the 
selection of both the citizens for the interviews and for the focus group, a reflection of 
the diversity of value positions in Dutch society was strived for. Attention was 
therefore given in the selection to variation in age, sex, residence and philosophical 
and religious background. This overview, which had been sent beforehand to the 
participants, contained the most important decisions, procedures and identified points 
of controversy that have been analyzed in this study. In addition, the most important 
objections that were brought forward by animal protection organisations were 
presented to citizens at this meeting. Below a short overview is given of the resultsxlv.  

 
Respect for animals should find a clear expression 
What emerges from the discussion with citizens is a more reserved position towards 
animal biotechnology than the (majority of the) CAB seems to exhibit. The citizens 
stated that it has to be clear, both in the assessment and in the wording of the 

                                                 
xlv Appendix 3 contains the questionnaire that was used for the interviews and the overview of CAB 
norms that was discussed during the group interview.  
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assessment, that respect for animals is shown. A few citizens pointed to the technical 
use of language by the CAB, which radiates little respect for animals. 

A minority of the interviewed citizens said to be unable to agree with the 
approach of the CAB; the majority could partially agree with the approach used by the 
CAB. This majority agreed with most decisions that the CAB had taken by consensus. 
Yet, at some points their judgment differed: for example, these citizens were of the 
opinion that no distinction should be made in the moral status of cows, rabbits, and 
mice, which has been done by the CAB. All mammals deserve to get the same, high 
degree of protection. It was also noted that several CAB-norms do not give a 
satisfying answer to the problems. For example, according to these citizens the killing 
of animals is not regarded as a solution to avoid discomfort. However, a majority of 
the citizens considered procedural solutions to deal with uncertainties in itself 
acceptable. 

Most of the interviewed citizens had no problem with the criteria that the CAB 
uses as the point of departure for the review: in general they could agree with them. 
They did, however, miss several aspects in the list. In particular, they thought that the 
aspects of independence of the evaluation, the context in which the research takes 
place, and the intention of conduct (are the animals shown respect?) came forward 
insufficiently in the review and in the policy. For example, the citizens deemed it 
insufficient that the CAB refers to external research financing by scientific funding 
organisations, as proof of the realistic nature of the research objective.  

The points that cause most division in the CAB (importance of the research, 
the weight of integrity, and alternatives) were also considered important by citizens. 
The majority of the interviewed citizens expected more protection for the animals in 
these issues. In doing so this majority joined the reserved minority positions of the 
CAB. This came especially forward in the discussion of the norms on alternatives. 
The citizens are of the opinion that alternatives should be sought in a broad sense and 
they would see that the CAB sharply pays attention to this. 

Despite the abovementioned objections and comments concerning the review, 
a majority of the interviewed citizens indicated, when asked, to agree with the current 
approach, on the condition that the review should become more independent and 
broad (i.e., include more the context and intention of research). If through such a 
broad review it turns out that all preconditions have been met, then a majority of these 
citizens consider the use of laboratory animals for biotechnological research on human 
diseases acceptable.    
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Chapter 6 

Media scan:  Interaction with the public debate? 

 
 
 
In order to obtain more insight into the contribution of the CAB to the societal debate 
about animal biotechnology, an overview and analysis was made of the media 
coverage in the Netherlands on the subject of animal biotechnology. As a measure for 
the contribution to the media it was chosen to make an analysis of the frequency and 
contents of the reports about animal biotechnology in the written media, in the period 
from January 1997 to January 2001 (respectively, the year of instalment of the CAB 
until right after the evaluation debate on the Animal Biotechnology Decree in 
Parliament). 
 
The collection of data has been limited to the collection of (newspaper) cuttings of the 
Dutch Society for the Protection of Animals. As a major social organisation which is 
critical about biotechnology in animals, this is pre-eminently the organisation that 
collects generally accessible articles from the written media about the discussion in 
society and in particular about the concern in society, regarding biotechnology in 
animals.xlvi Its collection of cuttings mainly contains articles from national, regional 
and the more important local newspapers. The less accessible, purely policy or legally 
oriented articles will not be found here, but these also do not form an actual input for 
the ‘broad’ debate in society.xlvii 
 
Cloning, xenograft and Pharming 
In the period 1997-2001, 334 articles in total were found in the collection of cuttings 
of the Dutch Society for the Protection of Animals that had biotechnology in animals 
as subject. In 46 of these 334 articles (14%) the activities of the CAB are also 
mentioned. The articles report mainly about three subjects: cloning, xeno 
transplantation and the activities of the Dutch company Pharming (mainly related to 
cloning and the Pompe disease). The Opinions of the CAB do not play an important 
role in the (media reports on the) societal debate about xeno transplantation. However, 
in the reports about cloning the CAB case about cloning by Pharming is clearly 

                                                 
xlvi Theune (2001)  based her extensive reconstruction of the the public debate on the transgenic ‘Bull 
Herman’ on the same data service. Some bias, in the sense of an overrepresentation of critical rather 
than positive articles, can be expected in a collection of cuttings from the Society for the Protection of 
Animals. This is not problematic for this analysis, because it is attempted here to roughly map the way 
in which the concern in society is reported in the media. It is exactly (the articulation of) this concern 
that has led to the creation of the CAB, and to the policy objective to have a discussion in society and to 
form a consensus about which procedures are acceptable and which are not. 
xlvii In an evalution study of the Animal Biotechnology Decree by the ministry of Agriculture, Nature 
and Food Quality (LNV)  an overview is also made of the media coverage of the subject of 
biotechnology in animals (Vliet and Tillie 2000). This overview is made by study of source material 
from the LNV collections of cuttings that are accessible through the LNV website ‘LNVWEB.’ One can 
expect that the LNV collections of cuttings are relatively more focused on policy or legally oriented 
articles. The researchers found 164 articles in total through their study of source material in the period 
from March 1, 1996 to July 1, 1999. They come to the conclusion that in the articles they found no 
direct link can be made with the activities of the CAB or the Animal Biotechnology Decree. 
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present. In the period analysed this is also the only time that the media reported 
(briefly) on the argumentation of the CAB regarding a case. The reports about 
Pharming that do not concern cloning are especially related to transgenic rabbits that 
are being used in the production of medicines for the Pompe disease. In the articles 
about Pharming the policy in general and the CAB are also mentioned once or twice 
(the policy is said to be too strict). 

The remaining cases of the CAB have not led to (substantial) reports in the 
media. In a few articles reference was made in general to the ‘no, unless’ policy, but 
not to specific cases or positions (norms) of the CAB. The policy evaluation that 
Parliament held in October 2000 about the Animal Biotechnology Decree was briefly 
reported upon in the national newspapers. Here the changes in the licence procedure 
itself were mainly examined and the lack of clarity about the numbers of imported 
transgenic animals. There was no discussion of the ethical-social position of the 
animal with respect to biotechnology. 

The rejection of a licence, though procedurally motivated, in the area of 
reproduction and sexuality in the Spring of 2000, was not picked up by the media. 
Furthermore, specific CAB norms that run counter to (majority) opinions in society as 
these come forward in public opinion surveys (for example the CAB norms to permit 
xeno transplantation research and not to make a distinction in the origin of genes (see 
for instance Bloemers, 2001) have also not been noticed by the media. In the reports 
about other developments, such as food applications or about the discussion in society 
itself, no connection has been made with the CAB, its cases or with the governmental 
policyxlviii. 

Thus, only in the cloning case there were brief reports about the norms put 
forward by the CAB. Besides this case the CAB has not played a notable role in the 
media with regard to pointing out or bringing up material about problematic 
developments.  
 

                                                 
xlviii Also in the biggest, organised public debate about biotechnology in the Netherlands, the national 
debate `Eten en Genen` that took place in 2001/2002, no substantial reference was ever made to the 
activities of CAB, even though several cases of animal biotechnology were discussed in the debate, 
(Terlouw, J.C. et al (2002)  
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Chapter 7 

A closer examination of the policy practice 

 
 
 
In the previous chapters an integrated analysis is made of the most important 
characteristics of the policy practice, interviews with experts, a citizen assessment, 
and the effect of the CAB Opinions in the reports about biotechnology in animals in 
the newspapers. Based on these studied sources, the focus in this chapter turns to the 
main question of this study: what contribution has the policy, by means of the CAB 
review as instrument, made in practice to the realisation of the objectives of the 
government? Again, because the legislators did not define clear reference points and 
standards, with which the degree of realisation of the policy objectives can be 
measured, the answer will be of a qualitative nature. From sections 7.1 to 7.4 the four 
objectives of the government are successively examined: the clarification of the 
position of the animal, the strengthening of the position of the animal, the stimulation 
of the discussion in society, and, finally, the intended consensus in society in the long 
run. At each objective attention is also given to the impediments that occurred.  
 
 
7.1. The clarification of the moral position of the animal 
 
Discrepancy between clarification in policy circles and in society 
A remarkable finding of this study is the discrepancy between the clarification of the 
moral position of the animal ‘on paper’ and the clarification as experienced by the 
interviewed experts. On the one hand, as became apparent in chapter 3, the CAB has 
established many norms about various aspects of genetic modification of animals. 
These norms certainly contribute to the clarification of the moral position of the 
animal in the licence procedure. On the other hand, there is lack of clarity among the 
experts about the way in which the CAB carries out the review (see also box I.2. 
below). The CAB review framework in practise) and the way in which core concepts 
of the review are used by the CAB. In the opinion of the interviewed experts, this 
leads to a situation in which the clarification, despite the many Opinions, fails on a 
number of essential points. More specifically, it regards the precise meaning and the 
weight of concepts such as intrinsic value, integrity and ‘no, unless.’ The 
interpretation of these concepts is of course decisive for the final outcome of the 
deliberations of the CAB. It turns out that the CAB cannot sufficiently clarify to those 
directly involved how it applies these concepts. Incidentally, this point is not only 
raised in the interviews, but is also found in the written objections of stakeholders and 
citizens to the Opinions of the CAB and the reactions on these by the CAB. It is also 
this lack of clarity about the precise meaning of elementary points of departure that 
leads to the ‘ritual dance’ in the licence procedure. 
 
There is not only much confusion about the meaning of the concepts of intrinsic value 
and integrity, but also with respect to the importance these concepts should play in 
policy. In practice, the CAB has chosen for a relatively more physical, biological 
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interpretation of the integrity concept, with physical parameters and gradations. 
Because of this, the moral dimensions of ‘intentions of the procedure’ and 
‘instrumentalisation of the animal’ have in practice been pushed towards the 
background. The concept of ‘intrinsic value of animals’ as such  does not seem not to 
be discussed in the CAB in the context of the case by case review, because the 
concept can not be operationalised in that context. 
 
The most prominent lack of clarity for the experts is the interpretation of ‘no, unless’. 
The interpretation of this ‘no, unless’ is at the same time to a large degree decisive for 
the outcome of the review. It is therefore relevant for this study, but also for other 
policy areas, to examine this more in detail. ‘No, unless’ as point of departure of 
policy recurs in various policy contexts. Not only in Dutch animal biotechnology 
policy, but also in discussions about biotechnology and genetically modified food, and 
environmental policy in general, frequent reference is made to a ‘no, unless principle’. 
However, what exactly is meant by this principle, and how it can be operationalised, 
often remains shrouded in generalities. There is therefore still a large lack of clarity 
about what should be the precise content and consequences of a ‘no, unless’ in the 
various policy contexts. Often it takes the form of a precautionary measure (the causal 
agent first has to demonstrate that his actions do not have irreversible negative 
consequences for society). It can also take the form of a restraint on new 
developments until the consequences are completely surveyable, only after which a 
decision is taken about the progress of this development. 
 
Box I.2:  The CAB review framework in practice 
 
Review of the CAB documents coupled with the interviews with experts show that the CAB is 
using a review framework that deviates from the Brom report. This framework, which is already 
used quite quickly after the official start of the CAB in 1997 is represented in the figure below. In 
this framework, the assessment is made partly `criterion by criterion` and partly integrally. 
 
The CAB delivers its advice about the 
acceptability of a particular experiment on the 
basis of an assessment that is made by using five 
criteria: 
1. Objective. 
2. Alternatives. 
3. Consequences for health and welfare. 
4. Consequences for the integrity of the animals. 
5. Acceptability of the biotechnological 
procedures (proportionality assessment). 
 
With regard to the first two criteria the 
‘unacceptable’ or ‘acceptable’ judgment is 
declared point by point. When the CAB judges 
here that the objective is not substantial, or that a 
realistic alternative exists, this leads to the advice to reject the licence application. When an 
application has successfully passed through the first two points an integral assessment follows. 
Here the CAB first estimates the negative consequences for the animal, based on criterion 3 (harm 
to health and welfare) and criterion 4 (harm to integrity) respectively. Subsequently these negative 
consequences for the animal are weighed against the (potential) importance of the research, as 
determined in point 1. When the negative consequences are outweighed by the importance of the 
research according to the CAB, then it advises to grant the licence to the applicant.  
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Different individual interpretations of ‘no, unless’ among experts 
Three categories of interpretations of the ‘no, unless’ norm can be distinguished 
among the positions of interviewed experts. This is described schematically in table 
I.13. 
 
Table I.13:  Three different categories of normative ‘no, unless’ policy 
Category norm Content Characteristics 
Ethical ‘no, 
unless’ norm 

A particular procedure, and the consequences 
inextricably bound to it, is morally objectionable in 
principle. The procedure should therefore be omitted, 
and one is obliged to find alternatives.  
In a specific case one refrains from carrying out the 
procedure, unless positive consequences of the 
procedure connected to this specific case are so 
fundamental that these are the deciding factor to 
carry out the procedure all the same. However, first it 
should be investigated whether the positive 
consequences can also be achieved through other 
means, in which the problematic procedure does not 
have to be carried out. If realistically possible the 
alternative method should be used. Also, when later 
an alternative becomes available, one should still 
switch to this alternative. 

Deontological 
approach 
 
• The procedure 

itself is made 
problematic 

• Attention is 
focused  on the 
problem 

• Value 
rationality 
(social 
rationality) 

 
 
  

Prudential ‘no, 
unless’ * norm 
 
 
 

A particular procedure should be omitted, unless it 
can be demonstrated beforehand that the risks for all 
possible substantial and irreversible negative 
consequences are known with adequate certainty and 
can either be prevented, or can be deemed acceptable 
in the light of specific positive consequences that are 
connected to carrying out the procedure. In order to 
minimalise risks, procedures should be carried out 
step by step, and procedures should always be 
evaluated case by case.  
The burden of proof for this adequate certainty lies 
with the person who wants to carry out the 
procedure. The degree of proof should be 
proportionate to the potential danger of the 
procedure.  

Utilitarian 
approach: 
 
• Cost-benefit 

analysis of the 
consequences 
of  the 
procedure 

• Attention is 
focused on the 
solution 

• Goal rationality 
(economic 
rationality) 

 
Legal ‘no, 
unless’ norm 
 
 

It is forbidden to carry out a particular procedure 
without a licence. Applications for a licence are 
passed through a fixed procedure, and the application 
should meet specific legally described requirements. 
Whether an application meets these requirements is 
evaluated by an independent administrative organ, 
installed by government. Only after a positive 
judgment from this organ an application is granted 
and only then one can start carrying out the 
procedure. 
 

Procedural 
approach: 
 
• Classification 

of the 
procedure 

• Attention is 
focused on the 
solution 

• Technical 
rationality 

                                                 
*  This variant is more known as the ‘precautionary principle,’ and was presented by the Schroten II 
committee as the ‘correction principle.’ 
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In the first column three varieties of interpretation of the ‘no, unless’ norm are listed, 
that could be distinguished as options to assess the morally (un)just nature of 
biotechnological procedures in animals. In the first ethical  interpretation the ‘no, 
unless’ norm indicates that it is in principle always morally unjust to carry out 
procedures with animals that run counter to their interests. After all, this conflicts with 
respecting intrinsic value. Biotechnological procedures with animals violate by 
definition the physical integrity of the animal and are therefore morally wrong. Such 
procedures are therefore only morally acceptable in exceptional individual cases, in 
which other fundamental interests are at stake that cannot be realised in another way. 

Others use the ‘no, unless’ norm more as a precautionary norm (prudential 
norm). In this variant the norm prescribes that first it has to be investigated which 
strategy one should choose in carrying out research with laboratory animals. Thus the 
most return can be yielded from the procedures that are carried out, with the least 
possible (chance of) harm laboratory animals. In this variant there is no longer an 
explicit reference to the moral nature of the procedure itself, but the question is 
focussed on the benefit and the necessity to carry out certain risky procedures. The 
animal itself is no longer central here, but instead the opportunities and risks of the 
procedures for society as a whole are. 

Finally, the third category consists of an interpretation of the ‘no, unless’ norm 
more as a means with which society can guarantee that an independent agent keeps a 
close watch on the developments regarding animal biotechnology. In this way society 
can arrange in a transparent manner that animal biotechnology research meets certain 
legal quality requirements. This prevents unnecessary research and also gives the 
possibility to interfere in case of derailments. Those who give this interpretation to 
‘no, unless’ do not see important new ethical or social risks (either because they think 
that these do not exist, or because they are confident that these will not occur with the 
current procedures). 
 
The perception of the CAB norm 
What stands out in the interviews is the observation that the CAB is not experienced 
by the experts as using an ethical ‘no, unless’ norm. In practice the perception mainly 
exists that the CAB is using either a prudential or a legal ‘no, unless’ norm and there 
is lack of clarity about the way in which the CAB judgment has exactly come about. 
This leads especially animal protection organisations to conclude that the CAB in fact 
uses an ethical ‘yes, if’ norm, in which it is in principle acceptable to use animals for 
the benefit of humans, including carrying out animal biotechnology procedures for the 
purpose of research. 

In their objections to CAB Opinions the animal protection organisations put 
forward the ethical dimension as well as a strict version of the prudential dimension of 
‘no, unless.’ The CAB mainly reacts to this with either procedural and evasive 
answers, or with arguments that relate to the legal dimension of ‘no, unless’. This is 
then interpreted by the animal protection organisations as being a moral ‘yes, if’ 
attitude. According to them, the ‘evasive behaviour’ of the CAB demonstrates that the 
general ethical questions are already a passed stage for the (majority of the) CAB, and 
that CAB is only concerned about the practical conditions under which biotechnology 
in animals is allowed. In a broader sense the animal protection organisations refer here 
not to the outcome of individual cases, but to the pattern that they think to recognise in 
the outcome of the various cases that have passed through the CAB. It is especially 
this criticism about the direction, which the policy and the development of Opinions 
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are taking, that constantly recurs in the objections of animal protection organisations 
to individual cases. 
 
7.1.1. Impediments to the clarification of the moral position of the animal 
 
Discord within the CAB stands in the way of substantive choices 
An impediment to clarification is the already mentioned variety of opinions within the 
CAB regarding the central points of departure. In the 1999 annual CAB report the 
Committee itself for the first time explicitly examines the internal discord 
(Commission for Biotechnology in Animals, 2000). Especially the difference of 
opinion about the ‘no, unless’ policy and the concept of integrity are discussed. In the 
discussion about the difference between ‘yes, if’ and ‘no, unless’ policy it turns out 
that one group of the members use the ethical ‘no, unless’ norm while another uses the 
legal ‘no, unless’ norm, when interpreted in the above analyzed terms. The annual 
report does not comment on the question whether agreement exists about the concept 
of integrity. It turns out from the interviews with CAB members that this agreement 
does not exist; neither about what should be the interpretation of the concept, nor 
about the weight it should have in the assessment. 

As analyzed in chapter 3, in practice it has led to an approach in which the 
CAB mainly tried to solve the ethical problem with procedural (prudential) norms. 
Instead of making definitive and substantive decisions and in doing so indicating the 
boundaries of what is (un)acceptable, the CAB puts mainly procedural conditions on 
research. However, by postponing substantive decisions, lack of clarity is maintained. 
Questions have also sometimes remained unanswered because the discord was masked 
by evasive argumentation (semantic shifts) that does not address the actual problem. 
 
Unclear definitions of concepts and implicit positions leads to lack of clarity 
In the societal debate on genetic modification of animals a wide range of ethical 
positions is taken by various actors, that come partially to the surface in the 
discussion. In this study it appeared that lack of clarity and incorrect presumptions 
exist in the various parties involved about the positions taken by the others. 

Because of the confusion about concepts it also does not become clear what 
exactly the consequences would be of a true choice for a particular moral point of 
view with respect to the animal. As long as the lack of clarity continues about the 
contents of the used concepts their weight can not be well investigated. The question 
whether these should have played a (more) important role in the review can therefore 
also not be adequately answered. 
 
The licence procedure hinders a substantive discussion to clarify the status of 
animals 
The discussion that takes place on genetic modification of animals as part of the 
licence procedure is limited by the ‘technocratic’ policy context. In practice the policy 
context imposes restrictions on the issues, organisation, and language of the 
discussion.  
  The discussion that takes place in the licence procedure between CAB and 
society has been dominated in some periods by questions on policy and procedures. A 
few of such frequently occurring points of discussion were: what is a usable level of 
aggregation for the assessment; what is ‘no, unless’ policy; what is (severe harm to) 
integrity. These are questions that at best examine only indirectly the moral status of 
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animals and the question of the acceptability of genetic modification of animals. 
These points of discussion, and the discord whether the CAB uses the review 
framework correctly or not, shift the emphasis from a discussion about the moral 
position of the animal with respect to biotechnology to a debate about the position of 
the CAB, the functioning of ‘no unless’ policy and the (legal) meaning of the used 
concepts.  

The format for discussion imposes restrictions on a clarifying discussion 
The licence procedure has fixed deadlines for participation and invites indirect, 
written communication between applicants, CAB and critics of the research proposals. 
The hearing is the only occasion in which direct communication between the different 
societal parties involved is possible. However, these hearings are set up in such a way 
that the parties are listened to, but no opportunity has been built in for a free 
discussion between supporters and opponents. The responsible civil servants made it 
clear at the start that the meeting is meant to obtain information from the researchers, 
but not to enter into a discussion with them nor with the CAB members present. No 
substantial dialogue can thus take place at these meetings.  

Technical vocabulary in the licence procedure makes the discussion inaccessible 
The language that is used in the licence procedure is of a highly technical nature. This 
is partly inevitable, given the technical nature of the subject and the concrete level of 
cases about which the discussion takes place. Although jargon is ‘translated’ as much 
as possible into ordinary language, it nevertheless seems to be the case that more than 
average knowledge of concepts from both the natural sciences as well as ethics is 
required in order to understand the CAB Opinions. What comes forward in the 
interviews with experts and citizens is that the accessibility of information is formally 
guaranteed, but that the substantive accessibility of the Opinions is limited. 
 
The case by case and step by step structure of the review narrows the perspective 
In the current policy structure a case by case, step by step review was chosen. The 
object is to bring the policy problem of biotechnology in animals step by step to a 
solution, eventually resulting in general guidelines. Thus, the CAB reviews individual 
cases (case by case), and of these cases also only the act of making transgenic 
animals, while follow-up procedures fall under other legislation (step by step). 
However, this review structure has three side effects.  
 
(1) What emerges from this study is that exactly the more general objections to the 
development of biotechnology in animals and the context in which it takes place play 
an important part in the resistance against genetic modification of animals and the 
CAB Opinions. These objections put questions and arguments forward that are not so 
much at the level of individual cases (concrete and solution-directed), but question 
much more the central points of departure of the CAB at a fundamental level 
(fundamental and problem-directed). The absence of this reflection on the wider issues 
has as a consequence that the central concepts are hard to pin down in a contextual 
perspective or value framing, e.g. they stay multi interpretable and thus not clear.  
Within the case by case licence procedure this reflection is hardly possible. The CAB 
only gives answers and arguments that are at the concrete level. It thus does not give 
its opinion on the wider consequences of the case, because these are not considered in 
the specific instance of a case and therefore do not belong to the domain of the review. 
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The ethical objections against general trends or developments (biotechnology as the 
new form of industrial farming, see also box I.3 in paragraph 7.4) are therefore not 
given important weight, or are not put forward at all in the deliberation that leads to 
the Opinion. 
 
(2) A second side effect of the review structure is that the CAB is led in its formation 
of judgments by the licence applications that are submitted to it. As a consequence, a 
number of questions in need of clarification are left unanswered. Obviously, there are 
questions about the ethical acceptability of applications as such, that have not been 
applied for (for example the cloning of animal species that are becoming extinct). 
Furthermore, some questions about the meaning and weight of the review criteria are 
left unanswered.xlix Because of the orientation on a limited number of cases, brought 
up by third parties, the perception of general trends and problematic developments in 
biotechnology in animals can thus be obscured.  
 
(3) A third side effect of the case by case  structure is that the Committee discusses 
moral issues in the time sequence with which these were received through the licence 
applications. In practice this sequence is not ideal for arriving at general, consistent 
rules and boundaries. After all, the Committee will not have clear norms and 
boundaries in the first stage. It is more effective in that stage to have the discretion to 
first identify and evaluate the most extreme cases (highly acceptable or unacceptable). 
From the range that this produces one can then evaluate and “map” the licence 
applications that fall in the grey area of what is (un)acceptable. However, if the 
Committee first has to evaluate licence applications that proceed into the grey area of 
that which is acceptable, then it ‘forces’ the Committee to either prematurely commit 
itself to specific rules and boundaries, or to lay down mainly procedural or evasive 
norms. If the CAB chooses for the first option, then it runs the risk that in later, still 
more problematic applications it will have to change its policy. If it chooses for the 
second option, which it has mostly done in practice, then this can lead to the problems 
indicated in this report (such as lack of clarity which leads to discontent).  
 
 
7.2.  The strengthening of the moral position of the animal 
 
The strengthening of the moral position of the animal has been translated by many 
interviewees into the question whether the CAB’s interpretation of ‘no, unless’ has 
been strict enough and has not degenerated into ‘yes, if’. The judgment about this 
question wholly depends on the definition of the meaning of these concepts. There 
was little clarity about the precise ethical meaning that those involved, including the 
CAB, give to these. The general perception is that the CAB is pursuing a ‘yes, if’ 
policy. As was described earlier, this is connected to the general impression people 
have of the CAB. However, in the Opinions of the CAB individual argumentations 
can also be indicated that are difficult to harmonise with a meaningful interpretation 

                                                 
xlix For example there is yet another dimension to the review criterion of integrity, namely the integrity 
of a species as whole, which does not clearly come forward in the biomedical research that normally is 
reviewed by the CAB. This could however become relevant regarding research into creating completely 
new herds of cattle or flocks of fish stemming from cloned or genetically modified breeding ines, 
research into cloning endangered species, etc. 
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of an ethical ‘no, unless’ norm, based on the recognition of the intrinsic value of the 
animal. An example of this that returns in various Opinions is the following: 
 
 ‘What is important in the opinion of the Committee is whether these ethical  

objections are decisive, or so important that they outweigh the expected harm  
(for patients, society and science) if this research would not be carried out.’  

 
(1) In such an argumentation, no direct answer is given to the question whether there 
is indeed a demonstrable substantial interest that surpasses the interest of the animals. 
Instead the CAB implicitly presumes that the possible positive consequences (new 
drugs, therapies) of the intended research will indeed be realised by carrying out this 
research. It furthermore presumes that not realising these consequences (with another 
implicit assumption that these positive consequences can not be realised except by this 
research) will imply harm to society.  Through these extrapolations a benefit that has 
not been demonstrated is brought into the evaluation as an already certain harm. The 
strict balancing of comparable interests and argumentation that an ethical ‘no, unless’ 
imposes, is avoided in this way, to the disadvantage of the animal. 
 
(2) Another point that leads to the ‘yes, if’ perception is that harm to integrity as an 
independent criterion does not play an important part in the CAB review. This study 
shows that part of the CAB members consider the integrity criterion to be of little 
relevance. This criterion was presented specifically for biotechnological procedures as 
an additional criterion in the assessment in order to strengthen the position of the 
animal. This criterion also makes it possible to include ethical aspects in the 
evaluation that go beyond the direct (welfare) consequences for the animal. 
 It hardly fulfils this strengthening function in the CAB review. In this respect it 
is also important to recognise that the used review system is also determining the role 
that the integrity criterion can play. As was already described in box I.2 of this 
chapter, the current CAB review system differs from that in the Brom report, which 
was written to clarify the review process. In the Brom report every criterion, including 
the integrity criterion, is presented as an independent foundation for the rejection of an 
application.  
  
(3) The CAB currently makes a more integral (final) evaluation, in which the 
‘substantial objective’ and ‘alternatives’ criteria alone, can also independently form 
the foundation for a rejection. Because of its methodology, the `criterion by criterion` 
review system of the Brom report will in practice set higher requirements for the 
eventual acceptability of genetic modification in animals. After all, in a more integral 
evaluation a bad (unacceptable) score for one review criterion can still be 
compensated for by a very good score for one of the other criteria. In the eventual 
CAB review system the integrity criterion, but also the other criterion that represents 
the interests of the animal, health and welfare, have thus obtained a weaker position 
than the one presented in the Brom report.l 
 

                                                 
l Furthermore, the integral methodology also provides less insight for those who do not have access to 
the CAB meetings. In addition, this methodology gives more room for CAB members to provide the 
various advantages and disadvantages with a particular weight according to their own opinions. 
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Both the specific norms and the review system, however, do not by themselves give a 
decisive answer to the question whether the CAB Opinions in general are at variance 
with the ethical ‘no, unless’ norm. An unequivocal judgment about the realised 
strengthening of the moral position of the animal is also not clearly possible on the 
basis of the CAB norms. One can conclude that in general the strengthening of the 
moral position of the animal has mainly taken the form of a procedural strengthening 
(the additional licence procedure that has to be passed), while substantive, ethical 
strengthening by for example strict integrity norms is not clearly apparent.  
 
The division of the ethical evaluation puts the animal at a disadvantage 
The case by case, step by step review structure also has side effects with regard to the 
strengthening of the position of the animal. At the impediments in section 7.1 it was 
already mentioned that the pursued ‘division-into-sub-problems’ review structure 
raises a structural limitation to bring in more general, fundamental questions and 
objections, including those of a philosophical nature. Furthermore, the total of 
negative consequences for the animals are in fact split up into two by the current step 
by step division of the review into making genetically modified animals (CAB review 
under the Animal Biotechnology Decree) and the actual experimental use of these 
animals (review by an Animal Experiments Committee (AEC) under the Animal 
Experiments Law). In its discussion of cases the CAB refers to the AEC review (and 
passes the responsibility on to the AEC) with regard to problems that can possibly be 
expected in the follow-up experiments after making the transgenic animals. 
 However, the eventual intended benefits for society are each time fully 
included in the weighing process in both reviews. The procedural division of the 
ethical evaluation thus leads to a situation in which at each evaluation the negative 
consequences for the animal are only included partially, while the positive 
consequences for society are fully included in the assessment. In the end, this will 
make it more likely that an experiment will be approved. 
 
 
7.3.  The contribution of the CAB review to the discussion in society 
 
The Animal Biotechnology Decree states that the review by the CAB should provide 
the material for public discussion. What comes forward in the interviews with CAB 
members is that (a majority within) the CAB sees the stimulation of discussion in 
society as the CAB’s own task, but that the time for this is lacking in practice. From 
both the media study as well as the interviews the picture emerges that the licence 
procedure has made only a small contribution to the discussion in society. The CAB 
and its positions have not been clearly visible in societal debate about genetic 
modification of animals. Insofar as a discussion takes place about the Opinions of the 
CAB, it almost completely takes place within the context of the licence procedure, 
between those directly involved.  
 
That the policy objective to feed discussion in society with the positions of the CAB 
has not been realised seems to be related to the inaccessibility of the Opinions and by 
legal and policy aspects. In the next paragraph this will be examined. 
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Tasks and responsibilities have not been clearly determined 
A complication in the policy objective ‘discussion in society’ is that the legislator has 
not clearly indicated how, and by whom, the interaction between CAB review and 
societal debate should take place. Neither the CAB nor the ministry of LNV have been 
given the explicit assignment to stimulate the interaction between the CAB review and 
the discussion in society. In the Animal Health and Welfare Act there is still a general 
reference to the Council for Animal Matters, but this Council too has no explicit 
assignment with regard to (discussion about) the CAB review.li In the period under 
study neither the ministry of LNV nor the CAB nor the Council undertook activities to 
bring the Opinions of the CAB to the attention of a wider audience. LNV and the 
CAB only organised the hearings that are part of the licence procedure. None of the 
three organisations set up research or reported about the bottlenecks that were 
encountered in the course of time. What did happen in those years was that an 
evaluation report was published in March 2000 by the Agriculture Information and 
Knowledge Centre (Vliet et al., 2000). It was commissioned by LNV as part of the 
evaluation of the legislation included in the Animal Biotechnology Decree. This 
report, purely intended for policy use, was only disseminated amongst a small group 
of professionals.  
 
Stimulation of societal debate conflicts with implicit official objectives 
What also comes forward in the interviews with civil servants is that they see “taking 
away unrest in society” as a central function of the licence procedure. This may, 
however, have had the unintended consequence that stimulating discussion in society 
was not a high priority for the civil service.  
 
The technical nature of the Opinions make them inaccessible for the discussion in 
society 
The technocratic nature of the Opinions has made them rather inaccessible and of 
limited interest to the media and society. Because of the technocratic use of language 
and nature of the Opinions themselves, the discussion tied to CAB review has become 
more inaccessible in terms of form and content. Furthermore, the attention has shifted 
to policy issues (interpreting policy constructs such as “unit for review,” discussion 
about the functioning of the policy in general). In addition, the Opinions about cases 
did not sufficiently include points of concern related to interest groups, nor to 
intuitions in society. Meant here are the more general questions about the points of 
departure, but also the specific questions about naturalness, which are considered 
‘unscientific’ by some CAB members and to which not much weight is attached. The 
consequence of this ‘technocratisation’ was that the debate was monopolised by a 
small group of experts and professionals. 
 

                                                 
li The Council for Animal Issues (CAI) has been established under the terms of the Animal Health and 
Welfare Act. The CAI has a Biotechnology section that is staffed by experts and representatives of 
special interest groups (industry, animal welfare organisations, etc.). The Council advices the minister 
at his request, but can also develop activities on its own initiative. In addition, the Council has been 
given the task to stimulate public discussion about the ethics of animal biotechnology. However, the 
Council has not given out advices or developed (substantial) activities regarding discussion in society 
about animal biotechnology. 
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The legal context obscures positions 
Insofar as discussions about the CAB Opinions take place, these occured almost 
entirely within the context of the licensing procedure. Within this licence procedure 
the discussion is in its turn limited to the only possibility that the Animal 
Biotechnology Decree offers for this: the hearing. The hearings were directed in a 
technocratic and formalistic setting; those present were only invited to ask questions 
and submit objections about granting a licence for a specific study. The debate within 
the licence procedure can be characterised as an indirect (via government “channels”), 
strategic debate on the functioning of policy. As such, it was far removed from the 
intended direct communication between interest groups themselves and with society 
about the moral position of the animal. 
 
Within the legal context in which the CAB operated, lack of internal agreement about 
central points of departure also made external communication (by the CAB and LNV) 
difficult. Too much openness about internal lack of clarity, or differences of opinion, 
could cause complications when the licence decisions, based on the CAB Opinions, 
had to be contested in court. These ‘obscured’ differences are, however, relevant for 
the debate in society. After all, it can be expected that society will be concerned about 
general trends and positions in the policy practice and not just about the individual 
cases. Openness about discord on central points of departure can create the necessary 
open space for a ‘confrontation of opinions that exist in our multiform society’ (: one 
of the policy aims stated in the Animal Biotechnology Decree). And such an arena  
might also be interesting for the media. It is therefore important for the desired 
clarification and discussion in society that differences of opinion about, and changes 
in, policy are made explicitly visible. 
 
 
7.4.  The creation of consensus in society through the review 
procedure 
 
Consensus is far away 
The legislator indicates in the Animal Biotechnology Decree that the review procedure 
is intended to result in general rules, in which the consensus in society is reflected 
about the acceptability of certain procedures with animals. What emerges from the 
interviews with experts is that there is still a big difference of opinion regarding both 
facts as well as norms and values that are at stake. Those professionally involved 
show limited support for the policy and rules. As was described in chapter 5 it became 
clear from the feedback of the citizens that a majority of the interviewed citizens could 
partially agree with the approach used by the CAB. This majority, however, missed 
certain aspects in the criteria of the CAB and judged more strictly than the (majority 
of the) CAB itself. Furthermore, a minority could not agree with the review. Although 
we consulted only a limited number of citizens, even within this limited sample we 
could not trace consensus yet, at least not in the way as was intended by the Animal 
Biotechnology Decree.  

The widely shared perception under stakeholders that the CAB has shifted 
from a ‘no, unless’ towards a ‘yes, if’ causes much discontentment among experts 
with a reserved attitude towards animal biotechnology. An important observation was 
that representatives of animal protection organisation indicated in the interviews not to 
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be an unconditional and absolute opponent of genetic modification of animals, but that 
they take an ethical ‘no, unless’ position. Under strict conditions and only for 
important objectives for which no alternative exists, they accept (tolerate) genetic 
modification of animals. On the other hand, the licence applicants have the contention 
that the CAB is judging too strictly; they stated that the CAB should review according 
to a ‘yes, if.’ The citizens are more inclined towards the (strict) position of the 
minority within the CAB, than towards that of the majority. 
 
Unclear points of departure of the policy divides the societal actors 
Several inadequacies in the policy practice have been observed, which have also led to 
discontentment and lack of support from experts and societal organisations. Important 
causes among others are the lack of clarity on the points of departure of the policy and 
the fact that the questions about the CAB Opinions are not in keeping with the CAB 
answers on these. An important cause also seems to be the fact that for many people 
the final evaluation of the CAB is a ‘black box,’ while at the same time they think that 
the end result is settled beforehand. The perception has arisen that the CAB has taken 
up a strategic position and hides behind the uncertainty of the future, e.g.  about what 
the research might accomplish.  
 
Less visible contribution from society in the Opinions induces less consent from 
societal actors 
It is hard to determine what influence public opinion has had on the deliberations of 
the CAB. The public support for CAB decisions will obviously be larger when the 
CAB considers public opinion in its judgment. The CAB did explicitly refer to (its 
impression of) public opinion in a few cases, for example with respect to the 
perception in society of mice, rabbits, and cows. The CAB has also included this 
public perception in its evaluation of and advice on these cases. What emerged from 
the interviews and meeting with citizens, however, was that these citizens do not take 
the same position about these cases as the CAB does. What further came forward in 
the interviews with experts was that the CAB does include opinions from society in its 
Opinions, but that this is not visible for the interest groups that even put objections 
forward against these “societal” positions of the CAB. 
 
Box I.3:  An area of tension with economic interests 
 
The contribution that the review procedure can make to reach consensus in society will in practice 
also depend on the trust that citizens have in the review procedure or the governmental policy 
pursued. In the interviews, the general point of concern was that private interests influence the 
policy in an uncontrollable manner. For example, several interviewees pointed to economic 
interests. Some argued here that economic interests should not play a part in the discussion, 
especially not in the evaluation of the feasibility of alternatives.  

At the same time, it has become clear that the economic interest of the biotechnological 
industry will increase much further in the coming years  (Ernst & Young, 2001). Besides this, it is 
expected that the entanglement of universities and biotechnology companies will further increase, 
not in the least because this is also a government aim (letters from the minister of Economic 
Affairs, 1997, 1999). Pioneering, controversial research was increasingly  started up by 
commercial companies, i.e. Pharming. This situation can further strengthen the image of ‘lack of 
control, openness and manageability.’ As such, it would become more important with regard to 
(trust in) the CAB or the government policy. This applies especially to prudential norms, which 
should express a policy of caution. Such norms will only inspire confidence if the practical 
possibility for control and correctability by society is demonstrated.  
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7.5.  Mission not yet accomplished?  
 
The image that emerges from the policy practice is that the policy of ‘CAB ethics 
review’ indeed procedurally functions according to expectation (review is taking 
place, and, based on this, licence decisions are taken and one can take legal action 
against this), but that many substantive issues are left unanswered. The policy 
objectives of clarification and strengthening of the status of the animal, discussion in 
society and the formation of consensus had not been realised satisfactorily in the 
opinion of experts and citizens, at least not during the period of this analysis. In this 
chapter the most important bottlenecks have been identified that stand in the way of 
realising the legislator’s objectives. The identification of these bottlenecks in itself 
gives “leads” for improving the policy on these points. However, these improvements 
might be limited to symptomatic treatment, while a more radical improvements at a 
deeper level of the animal biotechnology policy  is needed. Certain aspects of, and 
discontentment with, the policy practice seem to be connected to structural influences 
that result from the chosen policy approach. Is the current policy approach therefore 
effective enough to deal with the problem of animal biotechnology? And is it efficient 
to search for solutions within this approach or is it better to search for a more 
fundamental solution outside of the policy strategy itself? These questions will be 
explored in the next chapter.  
 
 



 114 



 115 

Chapter 8 

A characterisation of the policy problem 

 
 
 
In this chapter, we will look more conceptually into the experiences gained with the 
CAB ethics review, using the policy model of Dunn (1981) and Hisschemöller (1993).  
- see also Hisschemöller, Hoppe, Dunn & Ravetz (2001). As was mentioned in the 
introductory chapter, the typology of policy problems (see also Table I.4) is a 
conceptual frame to analyse whether a policy strategy is appropriate for a particular 
policy problem. Below the characteristics of the policy problem, the policy strategy, 
and the policy practice of ‘biotechnology in animals’ will be placed in this conceptual 
framework. Subsequently, the question will be analysed whether the current policy 
strategy is appropriate for the realisation of the policy objectives with regard to the 
‘biotechnology in animals’ policy problem. Based on this conceptual analysis, 
preliminary recommendations will be drawn. 
 
 
8.1. Is the current policy an appropriate approach of the policy 
problem? 
  
The policy problem is unstructured 
The previous history of the current policy framework shows that the government had 
directed its attention for a long time on finding and clarifying the problem on 
biotechnology in animals by means of ethical expert commitees. The predecessors of 
the CAB, the Schroten I and II committees, have occupied themselves especially with 
this exploratory work. However, the transition from Schroten II to the current policy, 
including the CAB, is subsequently characterised by a shift of the assignment into the 
direction of developing solutions for actual cases in which the problems would 
manifest themselves. This is illustrated by the passage from the government 
memorandum on the Animal Biotechnology Decree: 
 

Given that the thoughts about the ethical acceptability of biotechnological 
procedures are still developing, a step by step determination of that which is 
acceptable was chosen. Assessment of individual cases is necessary to 
eventually arrive at general rules in which the consensus in society about the 
acceptability of certain procedures comes to expression. One can refer here to 
page 7 of the aforementioned government position about the report of the 
temporary advisory committee, in which two functions are distinguished for 
the individual assessment: 
- clarification and strengthening of the moral position of the animal with 
respect to the upcoming biotechnology; 
- early observation, formulation, and evaluation of problematic developments. 
The assessment should provide here the material for the confrontation of 
opinions that exist in our multiform society and for the public discussion about 
it.’ (Government Gazette 1997,  p.7) 
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The government thus recognises that the problems to which the Opinions relate to are 
still developing and that the necessary clarity is missing. In this study it has already 
been brought forward that much disagreement indeed exists among experts and 
citizens about the problem ‘how to deal with biotechnology in animals.’ All those 
involved, including the government, thus recognise and experience the problems (still) 
as an unstructured problem. 
 
The policy expects multiple roles of the CAB 
The government, however, finds itself faced with a dilemma. Although it recognises 
that it is confronted with an unstructured problem, it already wants to take decisions 
about actual cases in which the problem is at stake. In the long run this should 
subsequently lead to consensus in society, thus having the problem tamed to a 
structured problem. Retranslated to the quadrant of the typology, the CAB members 
have been given a remit by the Animal Biotechnology Decree which contains different 
roles that relate to different types of problems. According to the Animal 
Biotechnology Decree the CAB, based on its expertise, is considered to function as a 
supplier of problems (clarification of the position of the animal, early observation of 
problematic developments and supplying material for the discussion in society), but 
furthermore also as a problem solver in a practical sense (advising about the 
evaluation of licence applications). There is yet a third, different task in the 
assignment, which is that of advocate (strengthening of the position of the animal). 

The remit formulated in the Animal Biotechnology Decree is of such a kind 
that the CAB has to approach the problem on the one hand as an unstructured 
problem, in the capacity of supplier of problems, but besides this also has to approach 
the same problem as a structured problem, in the capacity of a problem 
solver/evaluator. It is also faced with the task of advocate which supposes a third 
approach of the problem. As is already clear from the descriptions of the types of 
policy problems these are related to three policy approaches that are more or less 
mutually exclusive. 
 
The translation of the policy strategy to an implementation structure 
If one subsequently looks at the practical translation of this remit to the advice 
structure of the CAB itself, then it is noticeable that this shows the characteristics of 
problem mediation, in policy as pacification. The key policy instrument  in the 
implementation of the Animal Biotechnology Decree is the CAB, a committee of 
experts that gives policy advice about difficult cases and whose judgment forms the 
basis for legal decisions. This is perhaps also the most appropriate approach for such a 
contradictory multiple aim. However, the pacifying approach entails that in this 
practical translation yet another, characteristic approach of the policy problem 
becomes central: the ethical questions are answered ‘technically’, e.g.  the problem is 
dealt with by creating support on assumed options for factual consensus . 
Furthermore, this type of policy also has a different type of objective, e.g pacifying the 
conflict.  
 
The roles in practice: especially regulating and pacifying 
It has been pointed out in this thesis that the CAB in practice has especially functioned 
in the roles of problem solver (taking decisions at a case level) and mediator 
(pacification of insoluble issues through procedures and evasive argumentations in the 
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case of problems). It is also characteristic in this respect that the advice of the CAB is 
subject to public involvement and objections, yet that these have no other direct 
consequences for its judgment than those the Committee wants to draw itself. In this 
sense the Committee can independently determine its own course. However, the 
decisions of the minister, which are based on the CAB judgments, can still be legally 
contested. This has also happened in practice. This independent review by court of the 
licence decision or the CAB review examines the question whether the minister and 
the CAB have procedurally acted correctly. During the period under study the court 
has rejected all objections. The current policy structure implicitly holds the 
presupposition that on the basis of expertise an independent, that is, ‘technical’ 
judgment can be made by the CAB, which formation of judgment process can be 
controlled in its turn according to independent and neutral criteria. The 
implementation of the policy strategy in practice thus shows the characteristics of 
policy as regulation. Up to now the CAB has always been legally put in the right and 
in this way it indeed seems to be the case that there is a testable judgment based on 
technical expertise. 

The CAB has functioned only very limitedly in the role of problem supplier for 
society (clarification). What further comes forward from the interviews (and media 
articles) is that individual members also fulfil, without necessarily pursuing a 
conscious agenda, the role of advocate for the interests that the individual members 
represent. Those directly concerned  have the feeling here that the Committee 
promotes ‘other’ interests than the interests for which they should stand 
(representatives of animal protection organisations regard the CAB as too pro science, 
researchers regard the CAB as too pro animal). Those not directly involved have the 
perception that the majority of the Committee promotes the interests of research and 
science. The policy objective, however, was that the interests of the animals should be 
promoted through the CAB. Strengthening of the animal’s position after all implies 
that the Committee should take the position of representative and advocate of the 
animals’ interests.  
 
The policy strategy does not connect well to the problem 
A more political problem in the role of advocate for the strengthening of the moral 
position of the animal is that an `non-democratically` installed body like the CAB has 
only a limited legitimacy to enforce this strengthening. This is also reflected by the 
typology: the contribution of stakeholder interests can be accommodated in a policy 
strategy as negotiation, provided, however, that there is wide and open access to the 
decision-making. Furthermore, the contribution of interests is only fruitful for policy 
problems in which the goals/values of the policy are not under heavy dispute, which 
turns out not to be the case in this context. The protection of interests can also lead to 
a situation in which the (proportion between) representation of represented interests in 
the CAB becomes a determining factor in the appraisal and proportion of votes of 
majority and minority advice in the Opinions. From the study came forward that there 
were indeed ‘steady’ voting proportions, connected with a difference in (disciplinary) 
background. As was already described it cannot be adequately judged whether the 
objective of strengthening of the moral position of the animal has been achieved. 
What can be said is that there is no widespread perception that the CAB is an advocate 
of animals, due to the hidden value conflict on  the ‘no, unless’ interpretation. 
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8.2. Conclusion 
 
From the analysis above it can be concluded that the policy strategy in the Animal 
Biotechnology Decree, including the CAB as the most important executor of the task 
to achieve multiple objectives, is not the appropriate one for the type of problem to 
which it intends to apply. Biotechnology in animals is, due to the dissent on values at 
stake and the dissent on facts at stake, an unstructured policy problem. However, the 
policy strategy was chosen to provide the CAB with three different kinds of tasks as a 
result of which the CAB has to approach the policy problem in three different ways 
(as a structured, a moderately structured, and an unstructured problem). The CAB has 
been able to channel this by structuring the problematic questions as much as possible 
in a technical sense. Instead of the appropriate learning process for unstructured 
problems, it has pacified these problematic questions by ‘leaving them open’ with the 
aid of procedures or by ‘ignoring’ them through evasive pseudo solutions of the 
problem. In doing so it has taken the role of mediator in a policy as pacification (badly 
structured problem). This has turned out to be a pragmatic way to maintain progress in 
such a contradictory remit, although under the constant criticsm of the main societal 
actors who feel themselves undervalued, i.e. researchers and animal protectors.  
 
The analysis of the actual practice makes it clear that biotechnology in animals was 
and is an unstructured (policy) problem. In the course of time it has become clear 
which questions cause the highest discord in the CAB, and comparable questions have 
come forward in the interviews with citizens. The most important existing ‘value 
problems’ are: 
1. the importance of (fundamental) research (and connected with this: the 

determination of the objective of the research); 
2. the weight of harm to integrity in the decision-making; 
3. the requirements that should be put to alternatives. 
 
(Very) severe harm to health and welfare further comes forward as an implicit value 
problem in the CAB Opinions and this problem too has been brought up for 
discussion by the citizens in the interviews and meeting. Behind these value problems 
a number of value complexes can be found that, when conflicting with each other, 
compete for priority. These complexes can be typified as: 
1. the importance that is attached to research as a means to do good to substantial 
interests of humans, their health in particular; 
2. the importance that is attached to respecting substantial interests of animals, 
particularly their health and welfare; 
3. the importance that is attached to research and the increase of knowledge as a 
cultural aim in itself. 
 
All three value complexes are in themselves endorsed by all those involved. The 
discord originates in the difference in relative weight that one attaches to them. The 
‘determination of weight’ that is most problematic at the moment is between the 
importance of research as an aim in itself (represented in the review as fundamental 
research) versus the interests of animals. This dilemma between value complexes 2 
and 3, in which the deliberation is directly between the interests of science and the 
interests of animals, is also the main legitimacy problem for the CAB composed of 
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scientists. This problem is underlined by the fact that the majority of the CAB 
members indicated to consider the increase of knowledge in itself of substantial 
importance and therefore as a reason to grant a licence.  
 
Because of these conflicting value complexes, biotechnology in animals will remain in 
a sense an untamed, unstructured policy problem for which no ‘technical’ rules can be 
set. The solution in that sense can only be found by also judging each case separately 
on its merits, so case by case. After all, only by the appraisal of the specific 
characteristics of the individual case can the assessment be made regarding which side 
the balance should tip in that particular caselii. This does not alter the fact that case by 
case review, for the many reasons found in this study, can only make a limited 
contribution to the management of the whole problem. Furthermore, this contribution 
can only function if, in addition, one continues to work as best as possible on 
structuring of the problem. Through a sort of meta-analysis and meta-discussion, one 
should therefore also search for insight and consensus that transcend the case level.  
 
 
 
 

                                                 
lii After all, for each case specifically a reasonable consensus is possible in the end about the ‘facts,’ 
with which the problem shifts from ‘unstructured’ to ‘badly structured.’ 
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The case study of the Dutch animal biotechnology policy 
shows the difficulties of trying to address societal 
controversy via an ethics committee as an instrument of 
public policy. In the Dutch case, the CAB was charged with 
the remit to both structure a (unstructured) policy problem as 
well as to address it, with as an additional burden that it also 
had to take a particular stance, namely to strengthen the 
position of the animal in light of biotechnology. The 
typology of policy problem helps clarifying conceptually 
why it is difficult to combine such problem structuring 
(`societal learning`) and problem solving (which implies 
societal support for its decisions) at the same time via one 
and the same one policy instrument – the CAB. A policy 
instrument that moreover had to function in a politicised, 
and political context, where stakeholders also tried to utilise 
the instrument, both from within and from the outside, to 
pursue their own agendas.  
 

A case study gives relevant insights on the potential 
to use an ethics committee as a policy instrument for 
public participation and learning. However, in order 
to review whether these insights are more generally 
applicable, such insights have to be further 
investigated in a comparative study regarding 
experiences with NECs in other countries,  
Chapter 9 describes the comparative study that was 
carried out.  It presents an inventory and comparison 
of the experiences of 10 national ethics committees 
in Europe and the USA. Since the life sciences are 
one of the most debated and regulated issues, the 
study limited itself to NECs, which (as part of their 
remit) explicitly address the normative 
consequences of the life sciences / biotechnology.  

PART II 
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liii This second part is based on a study that was conducted in 2003 for the Netherlands Organisation for 
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workshop in 2004 (Paula and de Cock Buning, 2004). A slightly revised version of this paper is 
presented here as part II. 
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Chapter 9 

On the role and functioning of national ethics 

committees 

 
 
 
9.1. Introduction 
 
In our world of today, scientific knowledge has invaded all aspects of private and 
public life. Paradoxically, however, the impact and power of individual scientific 
experts seem to have decreased, for which at least three causes can be identified that 
relate to scientific expertise itself: 

- There are more (competing and disagreeing) experts to choose from, both 
within and outside the (public) scientific community, 

- Expert knowledge is still largely mono-disciplinary, whereas today’s pressing 
societal and scientific problems are multidisciplinary and even 
transdisciplinary. Societal problems are too complex for even the brightest 
expert to oversee fully on his/her own. No one expert can claim full insight in 
the problem and its solution; hence none can claim the ‘driver’s seat’ all for 
himself. Experts operate under the condition of mutual dependency. 

- For solving pressing transdisciplinary problems knowledge is needed 
particularly from the ‘real world’ itself (non-scientific, life experience, tacit). 
Such knowledge traditionally is not the focus of scientists, but of other 
(practice oriented) professionals.  

 
In short, expertise has democratised and specialised, which makes it hard for the 
individual expert to claim sole authority on complex, often transdisciplinary issues. 

This is true not only for scientific experts. Also institutional authorities like 
government see their unique power base erode in an increasingly globalised and 
democratised network society. With regard to decision making on science and 
technology, there are however further complicating issues. Politicians and society 
often have not yet had the time to discuss and assess new developments in a rapidly 
expanding field of science or technology. Simply trusting and depending on the 
scientists involved to make the right judgements is no longer a way round this 
problem. Citizens nowadays often have mixed views about scientific progress; they 
are interested in the new possibilities of science and technology, but at the same time 
worried about possible unforeseen consequences and the private interests that may 
guide scientists in their judgements. They have furthermore become increasingly vocal 
in expressing their opinions on developments in science and technology, but also have 
become increasingly pluriform in the value systems that inform their opinions. This 
also explains why politicians often are wary to be too pro-active without citizen 
consultation on such developments. They want to be assured that their choices are 
supported by at least a significant part of the electorate (Eijndhoven, 1997). 

It is for such reasons that governments of especially western societies 
increasingly make use of more democratic, interactive policy planning. As an ongoing 
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trend towards more democratic, interactive decision making, national and 
international governmental bodies are also looking for ways to democratise expertise 
and to establish transparent, independent and accountable scientific reference systems 
(EC, 2001). Different ways for public participation (citizen juries, consensus 
conferences, participatory technology assessment, etc.) have been developed and 
reviewed (Klüver et al. 2000, Joly 2001, Gaskell et al. 2001). It has become clear that 
each have their limitations (in terms of effective lay and expert input) and have to be 
adapted to the contextual research issues and to national (political) cultures. A more 
general problematic issue with democratising expertise, if taken to the point of letting 
lay people co-decide together with – different kinds of – professional experts, is that it 
can lead to a situation where the judgements of professional experts become ‘mere’ 
opinion next to other equally valid and important opinions of ‘lay’ people and experts 
from other disciplines. 

Another policy approach that in recent years has become popular is to set up 
national research ethics committees (NECs) as 'instruments' that mediate between the 
expert decision makers from science and law, the political arena, and an increasingly 
vocal public. In light of the public demand for participation, a problematic aspect of 
this approach is that it often lacks direct public participation. Many national and 
European public opinion studies have shown that the public wants to be actively 
consulted about developments in science and technology, not merely educated or 
informed (CSEC 2001, Eurobarometer 2001, EC 2002). This lack of participation is 
extra problematic because studies (e.g. CSEC 2001) also show that in professional 
circles several misconceptions exist about citizens’ views on technological progress. 
Another issue here is which kind of expertise ‘counts’ most with regard to dealing 
with the problem. A dispute that in practise for example occurs in research ethics 
committees is that the relevance or even existence of a special expertise of ethicists is 
not always acknowledged by experts from other (natural science) disciplines. 

It therefore should come as no surprise that ethics committees as an instrument 
are also criticised both by stakeholders and by policy scientists (e.g. Lazar 1996, Von 
Schomberg 1997, Friele 2003, Kelly 2003). At present there are several years of 
experience in many European countries with such NECs, operation under different 
circumstances and with different mandates. It is therefore interesting to investigate 
how these committees have fared in their respective countries and whether lessons can 
be learned from (comparing) their experiences; be it to come to a best practise or to 
identify structural constraints or knowledge gaps which are in need of further policy 
research. Several international surveys have been done in the past regarding the 
opinions and, to a lesser extent, working practises, of different NECs on different bio-
ethics issues (e.g. COMETH 1998). However, hardly any comparative review of the 
(policy) role and functioning of different NECs has been reported in the literature.liv  
 
As an exploratory study for the Netherlands Organisation for Scientific Research 
(NWO), a short inventory and comparison was made of the experiences with national 
ethics committees (NECs). It made an overview of the characteristics of approaches 
that have been undertaken thus far, and identified what documentation exists in the 
                                                 
liv A recent theme issue of Bioethics (Bioethics, 2003) gives attention the role and/or experiences of 
NECs. A study for the German Bundestag by Fuchs (Fuchs 2001) offers insight into the different styles 
of decision making in NECs. A good collection of essays on experiences with (only) American national 
ethics committees exists in (Bulger et al. 1995). 
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literature regarding the role and functioning of NECs. This was done with the aim to 
identify topics for a research agenda on NECs and the use of expertise therein. Since 
the life sciences are one of the most debated and regulated issues, the study tuned in 
on NECs which (as part of their remit) explicitly address the normative consequences 
of the life sciences / biotechnology. 

After briefly describing the background and the research methodology of this 
exploratory study, the results will be presented in summary, referring to accompanying 
appendices for more detailed data. On the basis of these results a short first analysis 
will follow, using the so called theory of policy problems as a conceptual framework. 
Guided by this framework, some concrete aspects of two important problematic 
issues, representation and legitimacy, will be discussed. Lastly, an overview of 
interesting issues for further research will be presented. These issues will comprise 
both identified obstacles and remaining knowledge gaps regarding the role and 
functioning of NECs, and the use of expertise therein. 
 
 
9.2. A short overview of NECs: some de jure and de facto 
characteristics 
 
For this study both a literature search and interviews with experts were carried out. 
The literature search was done via databases and an internet search (committee 
websites, Google), based on the keywords expert, national, (bio-)ethics and 
committee.  The (meta-)databases searched were ISI Web of science, Silverplatter 
Webspirs, and furthermore specifically PubMed (Medline) and BELIT (a bioethics 
literature database hosted by the German Reference Centre for Ethics in the Life 
Sciences - DRZE). 

Eighteen semi-structured Interviews were carried out with professionals that 
are experienced with the working practises of NECs. Since this study primarily 
focused on national bio-ethics committees, the interviewees were chosen to represent 
the different governmentally installed, national ethics committees that focus on 
ethical issues in the life sciences. In this study, we chose to confine the interviews to 
professionals from the different permanent national ethics committees. 
Representatives were interviewed from existing NECs in pre-2004 enlargement EU 
member states plus from Switzerland and the USA. This provided a sufficiently broad 
range of cultural contexts and working practises.lv 

                                                 
lv We however also retrieved information on ad-hoc and/or topical committees via committee websites 
and the literature search. This is because some countries have chosen not to set up a permanent, NECs 
as such, but have instead adopted an ad-hoc and/or 'topical'  governmental ethics committee approach 
instead. One of such countries is the UK. The UK has seen temporary committees addressing one 
specific topic, like the well-known Warnock committee on Human Fertilisation and Embryology 
(Warnock Committee,  1984). It however also has permanent committees that address one particular 
field of research (like the Human Genetics Committee). Such committees usually have a mandate that 
not only/primarily focuses on ethics. Instead, they have a more general ‘scientific advisory’ mandate on 
the broader safety and ‘science and society’ issues (often termed ethical, legal and social aspects - 
ELSA).  
It was beyond the aims of this study to do a thorough, detailed comparison of the relative merits of the 
permanent versus the ad-hoc/topical approach. However, by also searching for information on ad-
hoc/topical governmental ethics committees in the literature, we are able to shed some light on the 
question whether specifically these differences in approach actually lead to a substantially different 
impact. For similar reasons, one well-known permanent non-governmental ethics committee was also 
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The interviewees were mostly either secretary-general / director or chairperson of a 
NEC. In a few cases, (scientific) officers were relaying information on behalf of their 
NECs. Furthermore, four experts were consulted for more general information. The 
names of the persons interviewed are listed in appendix 4. The interviews were mainly 
carried out by telephone, but some were done vis-à-vis or by written exchange. The 
interviews were based on a list of (open) questions, attached as appendix 5, which was 
sent to the interviewees beforehand.  
 
 
9.3. Formal similarities and differences of national ethics committees 
 
It comes as no surprise that the different NECs studied vary significantly in their 
mandates, composition and institutional context. As the most relevant parameters for 
this study, a detailed overview of the mandates and composition of the different 
governmental NECs is given in appendix 6. In this appendix it is also indicated 
whether the respective NECs directly consult the public when drafting reports. 
Although in some aspects very different, it turned out that many characteristics of 
NECs more or less resemble each other. A summarised overview of characteristics 
that most NECs share, obtained via the literature search and the interviews, is 
presented in table II.1. 
 
Even though NECs are similar in many important ways, table II.1 already shows that 
there are nevertheless interesting differences with regard to composition (only experts 
versus also stakeholders and lay people, different kinds of expertise, etc.). Also, the 
topics that are reviewed can be different. Some NECs deal only with human bioethics 
issues (and not with e.g. animal biotechnology), some only with issues directly related 
to technological progress (and not with e.g. euthanasia). There is also often a 
difference in emphasis on the public versus the governmental advisory task, but all 
NECs but one (the Nuffield Council) formally have both. One difference that 
furthermore can be pointed out is that some, primarily ‘research ethics’, committees 
also have the more internally oriented task of furthering or safeguarding the 
professional ethos within the research community.lvi 

                                                                                                                                            
included in this study: the Nuffield Council on Bioethics. In the UK, The Nuffield council is regarded 
by many as the de facto ‘national’ bioethics committee. 
 
lvi With regard to working practises, differences de jure are also found, but these seem to have little 
effect de facto in terms of their role and functioning. For example, differences in institutional 
embedding were found. Some NECs are directly embedded within a ministry, others in the presidents’ 
office, yet others are placed outside governmental bodies. All NECs are however (formally) made 
independent from their funding organisations and have the right to own initiative. With these two 
conditions guaranteed, it could be argued that all NECs are equipped well enough not to be impeded 
(differently) due to their embedding itself. The research results show thatall NECs regularly interact 
with media, policy and political circles. It therefore seems that the outcome of their work is timely 
received by all relevant parties. 
Another difference is that some NECs have formal voting procedures as the conclusion of their 
deliberations whereas other do not. However, all NECs have only an advisory mandate. Furthermore, 
irrespective of a voting procedure, all NECs strive for consensus and also publish minority views when 
consensus is not reached. Since in both voting and non-voting NECs the diverging views are expressed 
the same way and have no direct policy or legal implications, the practical difference between a voting 
and non-voting NEC seems to be limited. Voting procedures do raise the interesting question whether it 
is appropriate or even possible to vote in committee on what is morally right; is it a matter of 
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Table II.1: summarised overview of shared characteristics 
 
With regard to composition: 

• Most NECs are solely expert based, some have a mix of experts, stakeholders and 
public (: mostly parliament) representation. 

• Many NECs include lawyers, only a few include communication experts or lay 
people. 

• Most NECs have balanced representation of different fields of expertise, yet some 
have a majority of scientists. 

• Expert members mostly have a university background. 
• There is no industry representation on NECs. 
• Appointment of members is for most NECs to the discretion of government, often 

with detailed rules of procedure for selection (in some cases however, parliament 
appoints part of the members and in some cases appointment is to the discretion of 
scientific societies).  

With regard to mandate: 
• All NECs have only an advisory mandate (no legal decision-making power) 
• All NECs are tasked with informing the public. Most NECs actively seek public 

interaction, but only some carry out public consultation when drafting reports. 
• All NECs have the right to own initiative; many also get requests from ministries, 

parliament or stakeholders. 
• Most NECs also give advice on new draft laws and policies (including international 

ones), some are specifically requested to do so. 
With regard to working practises: 

• All NECs tend to focus on general studies, though some (also) carry out specific 
(sometimes legal) case review. 

• Many NECs have a procedure in place to avoid conflicts of interest (such as a public 
register of interests of members). 

• All NECs strive for consensus but include minority opinion when they occur. 
With regard to interaction with society: 

• Almost all NECs receive national media attention, especially when they publish a 
report. Few have substantial direct interaction with the public   

• All NECs regularly interact, either formally or informally, with policy and political 
circles. 

 
 
What still can be added to table II.1, is information about de facto experiences and 
views that was obtained via the interviews. Underneath the four most relevant points 
in this respect are listed:   

• All interviewees indicate that the different kinds of experts (science, social 
science, humanities) can work together well, appreciate each others expertise, 
and that there is enough room to discuss ethics in NECs. It only sometimes 
takes a bit of time to learn each other's ‘language’. Some interviewees 
furthermore explicitly indicate that assessing issues on the basis of a particular 
ethical theory is ‘unrealistic’; it is important that (members of) NECs have 
expertise on, and experience with, the practise that is reviewed.  

                                                                                                                                            
determining the quantitative support for a particular position, or a matter of analysing the soundness 
(quality) of the argumentation on which a particular position is based? 
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• Most interviewees indicate that legal expertise is important in the work of their 
NECs, especially with respect to giving concrete advice to policy makers and 
politicians. There are also worries however that an increasing dominance of 
legal issues and context will impede open dialogue. 

• Interviewees indicate that NECs find their public role important. At the same 
they indicate that there is little (direct) interaction with the general public and 
that they are not well informed about public opinion when drafting reports. 

• Several interviewees also indicate that they receive criticism about insufficient 
public representation in NECs. 

 
 
9.4. Towards a research agenda 
 
Several research questions were suggested in the interviews with regard to the use of 
expertise in NECs, but also with regard to use of expertise-based NECs as a policy 
instrument. What clearly has come to light is that difficulties are experienced not so 
much in the interaction between different kinds of expertise, but in the interaction 
between expertise and society. Scientists and ethicists seem to be able to work 
together sufficiently well, accepting and recognising each other's role as experts that 
provide relevant input to a NEC. There is however concern whether these experts 
fairly represent public opinion and whether NECs have enough interactions with the 
public, which is felt to be important. The question is also asked whether it is 
legitimate to give expert-NECs an influential role in bioethics decision making. At the 
same time, it seems to be unclear to most NECs what the public actually thinks about 
(the opinion of NECs on) particular bioethics issues, and what the public expects of 
NECs. It also seems to be unclear what the influence of NECs on public opinion and 
on policy actually is, and how to assess that actual impact. Comparative research on 
these issues is welcomed. However, some interviewees seem primarily interested in 
the results for enhancing the influence of their advice, rather than for reflecting on 
their role.  

With the suggestions of the interviewees (see appendix 7) and the identified 
characteristics of NECs in mind, the remainder of this chapter will describe what 
could be on the research agenda with regard to governmental ethics decision making 
and the role of expertise therein. It will not present an exhaustive list of all questions, 
but rather focus on some important aspects with regard to the issues that seem to be 
most pressing: representation and legitimacy. Before turning to concrete aspects of 
these issues, first some conceptual remarks will be made about them. A conceptual 
framework that will be used here is the so-called theory of policy problems, which 
will be described below.  

 
9.4.1. A participation or expert approach? 
 
The overview of NECs shows us that only a few have real dialogue (two-way 
communication) with outsiders when drafting reports. At the same time all NECs 
value their public role and want to communicate their findings to the wider public. In 
the recent past it was not uncommon to think of science communication as an 
endeavour that aimed to educate the uninformed citizen via one-way communication 
(science literacy), which would lead to better understanding and acceptance of 
developments in science and technology. This approach, and its underlying 
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assumptions about public attitudes towards science, is sometimes called the 
(information) 'deficit’ model (Gross 1994). However, experience gained in the last 
decade has shown that feeding more information to ‘ignorant’ citizens does not 
NECessarily lead to more acceptance. Rather, it often strengthens already held views. 
It also has become clear that public involvement in, and influence on, decision making 
about scientific developments provides a better basis for achieving societal accepted 
science and technology. This approach, and underlying assumptions, is often termed 
‘dialogue’, `engagement` or `participation`  model (see for example Fisher et al., 2006 
and Rowe and Frewer, 2000, 2004 and 2005). Although NECs probably do not share 
the underlying assumptions of the information deficit model, in practise their style of 
communication is still quite one-directional. The same can be said about their primary 
role: experts that advise governments on decision making. 
 In policy science a parallel classification is made (Hisschemöller 1993). Here 
the emphasis is not so much on describing style of communication but on style of 
decision making. Two styles that more or less correspond to the two listed views on 
science communication are the technical and the participation approach, as described 
in chapter 1.2. The technical approach regards a problem as a matter for experts, on 
which the general public does not need to be involved. The participation approach 
departs from the position that government should take citizens seriously because 
otherwise relevant information will not reach the political (decision making) agenda. 
It is not hard to see that the two approaches conceptually exclude each other. What is 
less straightforward, but all the more important, is that the technical approach in 
practise tends to direct towards a policy that is focused on the solution, whereas the 
participation approach tends to direct towards a policy that is focused on the 
problem.lvii These and other findings stand at the basis of the so-called theory of policy 
problems, developed by American and Dutch policy scientists (Dunn 1981, Hoppe 
1989, Hisschemöller 1993, Hisschemöller et al. 2001) and also described in chapter 
1.2. The theory suggests that the overall review procedure practised by NECs, as a 
type of policy strategy, can only be effective if it matches how society ‘frames’ the 
problem at hand. The theory conceptually ‘classifies’ a policy problem according to 
the level of consensus/disagreement regarding norms and values on the one hand, and 
to the level of consensus/disagreement regarding the (certainty of) relevant facts on 
the other hand. Ethical issues always entail disagreement about norms and values, 
often accompanied by disagreement about empirical facts. Without going into the 
details of this theory again here, the theory points out that when there is no consensus 
between stakeholders, neither about facts nor values, a policy aimed problem 
‘structuring’ is most appropriate (rather than a problem solving policy). In this type of 
policy, the focus is on widely gathering information in society about the problem, 
leading to a new vision on what the problem really is. The theory also points out that 
some tasks cannot efficiently be carried out at the same time by the same body, 
especially when the problem involves dissent about values. In particular the tasks of 
problem solving (giving concrete advice) on the one hand and problem articulation 
and clarification – in close co-operation and dialogue with society – on the other, do 
not combine well. As such, it points to the importance of a clear ‘phasing’ of problem 

                                                 
lvii Furthermore, policies focused on the problem are characterised by social and political rationality 
(problem structuring and integration). Policies focused on the solution on the other hand are more 
characterised by technical and economical rationality (efficiency, maximalisation). 
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identification and solving, which is not NECessarily best done by one and the same 
body. Keeping this caveat in mind, we will now turn to some concrete aspects with 
regard to representation and legitimacy, which becomes especially relevant when 
NECs opt for the expert approach, as largely has been done.  
 
9.4.2. Whose bioethics? 
 
Several interviewees have indicated that their NEC approach the issues under review 
from a human rights point of view. For a few committees this is even a legal 
requirement. Seemingly uncontroversial, this is however not self-evident. Especially 
in ‘catholic’ countries, this human rights ethic will sometimes conflict with the 
'natural law' ethic of the Vatican, which holds that one has to respect the given 
(divine) order in nature and which has significant public moral authority in those 
countries. Excluding such views beforehand seems problematic, since it would 
disregard the deeply held moral convictions of majorities in those countries. In this 
light it is interesting to notice that bioethics committees are sometimes more 
permissive towards research than societal groups, and at times even more than 
subgroups of the scientific community (particularly with regard to end-of-life and 
beginning-of-life issues). This does not mean that the permissive views of NECs are 
not argumentatively robust; one could even argue that they rightly point to 
inconsistencies in publicly held convictions. However, it poses a threat to the social 
credibility of their role as influential advisors on, or even decision-makers in, national 
policy. In a society that is already distrustful towards science and government, this is a 
threat not to be taken lightly.  
 Whereas the ‘individualistic’ human rights ethic is a ‘modern’ ethic that 
sometimes comes into conflict with the ‘conservative’ ethic of natural law, it can also 
come into conflict with the ‘post-modern’ ethic of our age; that of sustainable 
development. Whereas the human rights ethic argues from the perspective of present 
individuals, the sustainable development ethic argues from the perspective of present 
and future generations (i.e. group rather than individual interests). Sustainable 
development represents an avenue for the future that has been embraced worldwide by 
citizens and governments alike. The political quibble about its concrete ramifications 
and the real life choices of consumers often makes one believe otherwise, but there is 
no dispute about the fact that tomorrow’s world has to become sustainable. One could 
thus argue that reasoning from a human rights ethic alone is to a certain extent also 
reasoning with one's back to the, sustainable, future.  

Furthermore, especially in the context of bioethics there is yet another post-
modern ethic; the sentience ethic, more popularly known as ‘animal rights’. It is an 
ethic that is far less accepted than the other ones, but it is definitely growing and it 
clashes more radically with the human rights ethic.lviii In the Netherlands and in 
Switzerland there are already ethics committees that take the recognition of the 
'intrinsic value of animals' or the 'dignity of creation' respectively as their moral point 
of departure for assessing the moral acceptability of research that involves animals.  
 

                                                 
lviii There are yet other non-anthropocentric bioethics, that reason from the instrinsic value of life or 
even ecosystems in general (the so called biocentric ethic and the ecocentric ethic respectively), which 
from a pragmatic viewpoint can roughly be regarded as non-anthropocentric interpretations of 
sustainable development. 
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The case of xenotransplantation can perhaps demonstrate this challenge of competing 
ethics.lix From a human rights point of view, the main focus of the assessment would 
be the well being of patients and the public at large (in light of the risk of contagious 
animal retroviruses becoming activated in patients after organ transplantation). The 
natural law point of view would put emphasis also on the deontological question 
whether it is morally right to cross species barriers between man and animal. 
However, from a sentience point of view, which recognises the moral relevance of all 
sentient beings, an important issue would also be whether it is morally ever acceptable 
to use animals as mere 'organ donors'. Perhaps even more problematic the choice 
would be if a potential alternative, such as organs derived from embryonic stem cells, 
is also taken into account. From a natural law and perhaps even from a conservative 
'human rights' point of view, one could argue that all human embryos, as future human 
persons, are sacred and should not be used to make organs.lx Here, from a sentience 
point of view the consequences for all present sentient beings involved would be more 
emphasised, which would then favour the use of human embryos over adult sentient 
animals. In this example the ethic of sustainable development seems not to be directly 
guiding. However, from a sustainable development point of view costly 
xenotransplantation research could be seen as diverting scarce resources from other, 
much more needed areas of public health research that can achieve more global equity 
in health care.lxi  
 
Different moral anchors will thus come to different conclusions. This pluralism of 
values is of course known and the validity of it also accepted by the human rights 
ethic. However, it seems that an appeal to (the general acceptance of) human rights is 
sometimes used to come to a quasi-uncontroversial consensus opinion in a NEC. The 
fact that an appeal to human rights is not self-evident should stay on the radar screen 
of NECs for it is relevant to its long-term viability. A possible way forward in 
explicating and dealing with this pluralism in values is the so-called ethical matrix. 
This matrix was especially developed for ethics decision making in a policy context 
(Mepham 2000). In the spirit of Beauchamps and Childress’ pluralistic principled 

                                                 
lix In a more theoretical analysis, the grid-group framework of Cultural Theory can highlight the 
conceptual differences between the different ethics. Cultural Theory assumes that fundamental beliefs 
about (moral) values are shaped by the nature of social bonding and by the degree to which rules are 
being imposed (Douglas 1978, Thompson et al 1990). It gives a typology of world views that can be 
represented in a conceptual model where four (five in a more sophisticated version) ways of life are 
separated along two axes. One axis represents the ‘grid’, which denotes the degree to which an 
individual’s life is circumscribed by externally imposed prescriptions. The more binding and extensive 
the scope of prescriptions, the less life is open to individual negotiation. The second axis represents the 
‘group’, which refers to the extent to which an individual is incorporated into bounded units. The 
greater the incorporation into the group structure, the more individual choice is subject to group 
determination. Where the natural law ethic argues from a high grid and group (highly prescribed and 
bounded) point of view (termed ‘hierarchy’), the human rights ethic argues from a low grid and group 
point of view (termed ‘individualism’). The sustainable development ethic argues more from a low grid, 
but high group point of view (termed ‘egalitarianism’). In this conceptual framework, the sentience 
ethic can be said to argue from a non-antropocentric ‘individualism’ world view. 
lx This is not just an issue in predominantly catholic countries; the Danish act establishing the ethics 
council for example states in paragraph 1: 'The Council shall carry out its work on the assumption that 
human life begins at the moment of fertilization.' 
lxi  There of course many examples where there is a direct clash between a sustainable development and 
a human rights point of view (e.g. access to gm (free) food, storage and use of medical data, more 
mundane medical research related to personal (cosmetic) care, etc.). 
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approach, the four principles of biomedical ethics (Beauchamp and Childress, 1994), 
it combines both consequentialistic and deontological reasoning. But whereas 
Beauchamps and Childress take an exclusively antropocentric and more or less patient 
perspective, the ethical matrix looks at an issue from the angle of all sentient beings 
and with an inclusion of sustainable development. It furthermore explicitly lists the 
interests of the two main stakeholder groups: consumers and producers. When it does 
not fall into the trap of directly focussing on transforming complex problems into 
policy solutions, it has the potential to become a societal robust problem-structuring 
framework wherein ethics has a prominent place. After a thorough problem-
structuring phase it can perhaps then also be used efficiently as assessment framework 
for policy decisions. Currently, an international research project is carried out with the 
aim (amongst others) to further develop the ethical matrix in the context of animal and 
plant biotechnologies.lxii 
 Finding the proper ethical framework that includes all relevant ethical angles is 
in itself however still not sufficient. Bioethics issues are also social issues. When 
current social aspects are not addressed, a well argumented pluralistic, holistic ethical 
viewpoint will still not be very robust in a ‘real life’ context (Nowotny et al 2001). In 
real life, ethical viewpoints will have to interact with social developments that have 
their own dynamics. For example, at present costs of health care are spiralling out of 
control, putting pressure on governments to curb unlimited access to it. At the same 
time the life sciences are a growing sector of the economy, regarded by governments 
as key to the future prosperity of Europe (for example expressed in the various EC 
documents pertaining to the so-called Lisbon strategy, agreed at the Lisbon European 
Council Summit 2000). This has led to numerous government initiatives to stimulate 
the growth of the life sciences in Europe. 

Besides societal dynamics on a macro level, the viewpoints of NECs will also 
have to interact with social dynamics on meso and micro level. For institutions and 
especially for private companies, ethical viewpoints will have to be harmonised with 
economic ones. For individual researchers, personal (e.g. career) consequences will be 
important.  

It is furthermore clear that in real life individuals often do not behave 
according to what is ethically sound or desirable, even when they fully agree with it. A 
practical example of this can be easily observed in Dutch supermarkets, where the 
bulk of consumers buy meat originating from intensive farming. At the same time in 
surveys these consumers repeatedly express that they are willing to pay more for meat 
originating from free-range husbandry, with ethically more acceptable animal welfare 
standards. More in general, there are examples abound of a particular social dynamic; 
the tragedy of the commons: individuals choosing for short-term personal gain, which 
leads to long-term collective crisis (not seldom are the individuals fully aware of 
this)lxiii.  

                                                 
lxii Information on this EU funded project can be found on the website www.lei-
meta.nl/ethicalbiotatools/ Another example that similarly tries to incorporate the pluralism of values, on 
a similar philosophy but with a different practical framework is a model proposed by a group of Danish 
experts (Ministry 1999), which is further developed via the action plan 'BIOTIK': www.biotik.dk. 
 
lxiii The annually recurring cumbersome discussions on (lowering) EU fishing quota to sustainable levels 
is a striking international example. 
 



 135 

To achieve an ethically desired situation thus requires that social dynamics are 
included in the analysis. Specifically with regard to advice on concrete (governmental) 
decision making, an ethically based guidance for action also has to be practically 
feasible, fitting into current practises, for it to be adopted smoothly by actors and 
society at large. Since NECs foremost deal with cases where current or future practises 
seem in need of correction or at least constraints, finding feasible solutions will be a 
quest in itself. 
These considerations bring us to the question what kind of knowledge and/or expertise 
is needed to realise that social robustness.��
�

Research questions: 
What assessment framework can b̀est  ̀ balance and embody the ethical plurality 
found in society? 
How can ethical assessment b̀est  ̀be combined with wider social assessment? 
 
9.4.3. A national ethics committee without expert input is blind, without public 
consultation it is deaf 
 
Assessing and addressing real life consequences of bioethics issues related to 
scientific progress certainly requires expert input from many different fields; in core 
essence of course from science and ethics. In ethics, and to a certain extent also in 
science, substantially different schools of thought are found (as highlighted in the 
previous paragraph). To be properly informed, a NEC should therefore not only have a 
balance between the representation of different disciplines, but also have a balanced 
representation of schools of thought within disciplines. 
 The need for insight into real life scenarios further points to the need for 
expertise in the social sciences and humanities. Especially with regard to issues 
arising from the highly dynamic, rapidly changing world of scientific progress, the 
best way to obtain the latest information on social aspects may not be through 
academic experts, but through the real life experiences (‘non-formalised expertise’, 
tacit knowledge) of practitioners, producers and users that speak directly to NECs. 
Furthermore, to assess the wider social acceptability of a certain new practise, a NEC 
has to be well informed about the opinion of those that are not directly involved.   

Most NECs nowadays carry out some form of consultation with practitioners 
and other professional stakeholders, but is confined to this often narrowly defined 
group. Only a minority of NECs consults and interacts (dialogue) with the general 
public about the specific topics under review. Past experiences clearly show that 
public consultation and public interaction usually does not arrive spontaneously, and 
that even initiatives to organise it often do not live up to expectation. Several reasons 
for the latter can be identified, both ideological (agenda of debate hijacked by interest 
groups) and practical (insufficient budget, untimely). There are however other ways 
than a broad public debate that can equally provide meaningful insight into what the 
public views are. An example of such a way is focus group research. Also new ways 
can be tried to make people become more interested in expressing themselves on 
bioethics issues. At present initiatives that aim to further public interaction often 
present bioethics issues in a rather verbal, cerebral way (and thus not catching the 
public eye and heart respectively). More figurative and dramatic expressions can, if 
carefully crafted, help further interest and at the same time still be factually correct. A 
method that is often used in TA, the construction of socio-technical scenarios, can be 
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an interesting way to make bioethics issues more accessible and appealing to the 
general public. 
 
Research questions: 
- What is  ̀best practice  ̀for NECs in adopting interactive methods in their advisory 

process?  
- There are isolated experiences described in the literature and information is 

available as tacit knowledge at various NECs. What is missing is a systematic 
research project that compares the efficiency of various methods next to each 
other, on the same issues in the same context. An action research approach (i.e. 
Interactive Learning Approach) instead of retrospective desk studies will be 
preferable here.���

 
9.4.4. Think globally, act nationally 
 
National societies and governments nowadays are deeply embedded in, and dependent 
on global structures. This also drives an ongoing heated global debate about equity, 
that for example concretises in issues such as access for third world patients to the 
latest first world medication. At the same time, scientific research is nowadays a 
transnational endeavour that does not respect nationally drawn boundaries, be it 
physical, moral or legal. In that light the focus and view of NECs should be much 
more global. 
This goes further than just more international co-operation and exchange between 
NECs; it implies that NECs approach issues from a global perspective, including 
globally present stakeholders. NECs would thus not only take national consequences 
and interests into account, but also global ones. They would also explicitly deal with 
the fact that national decisions only have limited influence on ongoing international 
developments. 

The ongoing saga about GMO food can serve as an example of the type of 
questions that are meant here. A pressing question that has come to the fore in this 
dossier is whether European countries were behaving ethically improper by barring 
GMO food from their markets. It has been argued that this ban makes it de facto more 
difficult for (EU market and regulations influenced) developing countries to get 
involved in GMO agriculture, whereas this may be a NECessity rather than a luxury 
for those countries in the future. It also raises the question what the practical long-
term impact of an outright national or European ‘no’ will be, since big players like the 
USA and China are moving speedily ahead with further developing this field. Ignoring 
this international context may well put NECs in the future before the fait accompli 
that their country has become sole importer of new goods and services developed and 
‘perfected’ elsewhere. In such a situation, a NEC will have missed the opportunity to 
influence the past and future global research agenda according to its societal-ethical 
considerations. 

A globalised world limits the impact of NECs, but it does not make NECs 
redundant; one central question in all issues will be how to reconcile global 
developments with national values and desires. This may also mean translating global 
developments into a national list of priorities in light of the national responsibility 
towards the global community. NECs that assume a more visionary early warning and 
problem identification role can play an important part in clarifying such questions.  
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Research questions: 
- It seems worthwhile to investigate and to design a best practise for national NECs 

to develop their structure and range towards a global knowledge network 
(provisions, constraints, legal aspects). 

 
9.4.5. Advise, educate, early warning, problem structuring? 
 
Although interaction with and consultation of the public in policy making is welcome 
for several reasons, the question can still be asked whether NECs are the most 
efficient instruments to accomplish this. Especially since almost all NECs have three 
tasks that presuppose conflicting working approaches. One can see that the desire to 
arrive at a consensus advise on how to address an issue arises mainly from the feature 
that NECs operate in a policy context and are tasked to provide concrete guidance for 
governmental action. This action, so it is hoped, will solve the problem so that it 
quickly disappears from the political and public agenda. At the same time NECs are 
asked to raise the information level of the public, which can only be done by focussing 
public and NEC attention on the issues as such and by talking to the public rather than 
listening. Thirdly, NECs are asked to consult and listen to the public to learn from 
them what they think is problematic, thus raising the information level of the decision 
makers. Thus, three main roles for NECs can be identified: 
- Ethics experts for policy advise. 
- Public information/education (one-direction communication of information). 
- Societal dialogue (jointly work on clarification of the questions). 
 
Besides the inherent difficulty in carrying out these three tasks jointly, as is 
highlighted by the theory of policy problems, at least one of these tasks is also 
problematic separately. The role as 'ethics experts' seem to give rise to substantial 
criticism from both stakeholders engaged in the process as from policy scientist and 
philosophers following the process from a more reflective angle. Stakeholders argue 
that NECs do not understand the 'real issues in real life' (see e.g. Nature genetics 
2001) or that the decision making process is not transparent and does not take their 
views into account (Paula 2001). Policy scientists point to the lack of legitimacy of 
these committees; they are unelected and come from a select scientific elite (Friele, 
2003). Philosophers point out that the truth of one particular ethical point of view can 
in principle not be empirically proven (the is-ought gap, also known as the naturalistic 
fallacy; see e.g. Hudson).lxiv  
 With regard to the advisory role, a similar sub-classification of roles and 
associated problems can be made for the individual expert, in particular towards the 
role of the ethics expert: 
- an expert that knows what is the morally right thing to do (in same sense as a 
scientific expert knows what is scientifically right). 

                                                 
lxiv Sociologists of science have furthermore published extensively about the influence of implicit values 
and value claims on the ‘value-free’ assessment of scientific (risk assessment) advisory committees. 
Whereas standard risk assessment focuses primarily on assessing empirical, descriptive data and 
consequences, ethical assessment also has to take normative considerations and consequences into 
account. This extensive mix of considerations makes ‘neutrality’ in the work of ethics committees even 
more difficult, but at the same time provides the opportunity to strive for making all implicit values and 
value claims explicit. 
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- providing information on the different schools of thought in ethics and performing a 
procedural role for coming to good ethics decision-making . 
- representing the views and interests of society and get them incorporated in the 
advise. 
Here again the expert role seems to be most criticised by stakeholders and the experts 
themselves. It is however unclear what kind of role the public expects, both with 
regard to the role of the committee as such, as with regard to the role of the (ethics) 
expert. 
 Almost all NECs have indicated that they regularly are reported upon by 
national media. Thus NECs seems nevertheless to be a viable means for at least one 
role; that of education and awareness raising. As described earlier, the least contested, 
most desired role of NECs, that of furthering societal dialogue, at present leads to 
mixed, often limited results. 
 
Research questions: 
- What do NECs themselves see as their primary role: advisor, educator or problem 

identifier? to government or to society? on policy issues, ethical issues or on social 
issues? 

- How do the public, stakeholders and government perceives their role? 
- Do the opinions expressed by NECs collide or conflict with public opinion (i.e is 

there an opinion-gap between experts and the public with regard to ethical issues 
in life sciences)? Although stakeholder groups often claim that there is such a gap, 
the factual data in relation to the silent majority still needs to be further 
investigated quantitatively and qualitatively. 

- If there is an opinion gap between experts and the public, does the consensus 
reached in NECs then just reflect a mere ‘expertocracy’? 

- Should committees function on the basis of (their own) vision or on the basis of 
representing/expressing society’s voice? 

- When there appears a bioethical controversy, what kind of governance policy 
might provide the best solution? 

 
9.4.6. What composition makes a NEC not just scientifically robust, not just 
ethically robust, but socially robust? 
 
Above has been argued that a NEC should not only take all ethical, but also the 
various societal angles into account. It has also been argued that NECs should first 
and foremost focus on problem identification and structuring, consulting both 
stakeholders and the public. Only in a phase thereafter should the focus be allowed to 
switch to finding policy solutions for identified problems, at which time also legal 
expertise will be duly needed. Under these conditions, its findings can hopefully be 
truly socially robust. These conditions however imply that the dominance of scientific, 
ethical and legal expertise in the composition of NECs has to be critically reviewed. 
More kinds of expertise will then be relevant than the ones that are now usually found 
on NECs. Specific expertise that comes to mind is expertise with regard to media and 
communication, interactive policy, sustainable development and international 
relations. 
Besides expertise, a NEC also has to have good connections to the views and 
experiences (‘non-formalised expertise’) of stakeholders and the general public. 
Although commitment to real dialogue should in principle guarantee that their views 
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are taken into account, there are two pragmatic reasons to have non-expert citizens 
(“lay people”) serving on the NECs itself. First, in the public eye, the NECs would 
have more credibility, and thus attract more attention, when the public's voice is 
directly aired in all deliberations of the NECs. Second, the need to also carry out all 
internal deliberation in concepts and language understandable to the non-expert 
citizen, will keep the work of NECs better communicable to the public it is meant to 
dialogue with. On the other hand, however, non-expert citizens serving on committees 
tend to become experts themselves (and behave as such). Furthermore, if the aim of 
citizen membership also is to adequately cover the different norms and values present 
in a pluriform society, it will not suffice to introduce just one or two seats for citizens. 
Explicit external interaction with the public will for that matter always be a valuable 
addition to internal citizen membership. Regular use of not only quantitative but also 
qualitative research (e.g. focus groups) on topics under review can provide data that 
will be valuable input to both internal deliberations and (external) societal debate.   

With regard to letting stakeholders serve on NECs, there are arguments in favour as 
well as against having them on board. Stakeholder membership shortens the 
information lines to their knowledge and experiences, and can thus enhance the 
quality of deliberations. However, since stakeholder groups have professional 
organisations that advocate their interests and opinions, it will be relatively easy to 
solicit relevant information from them. Stakeholder membership will also increase the 
commitment to, and status of, NEC advice, since it will be backed by the stakeholders 
serving on the committee (at least when there is a consensus advice). A direct 
argument against stakeholder membership is however that it will increase the chance 
that NEC deliberations will be troubled by partisan, strategic agendas. Stakeholder 
membership furthermore raises the question which stakeholder organisations should 
serve on a NEC and which ones not, and whether they can represent their (often 
internally divided) members on these issues. 

 
Research questions: 
- Should NECs membership be broadened to include more kinds of expertise and 

also practical experience? 
- Should the selecting processes for membership become more 

democratic/accountable? 
- How can social robustness in NECs be best organised while avoiding the pitfall of 

overriding legal or partisan bias? Especially the inevitably desired legal 
robustness in a policy context required attention; it can 'transform' the socio-
ethical problem into the policy problem of ‘how to make the problem manageable 
in a governmental framework’. 

 
9.4.7. A research agenda with regard to the Dutch policy structure 
 
In the Netherlands, there is not a national (bio)ethics committee as such. Instead, there 
are several permanent sectoral standing committees and councils. For example there is 
a national council on animal matters, environmental matters and health matters. These 
councils have a broad ‘ELSA’ scientific advisory mandate (to the government). 
Although some of these councils are also tasked with a public role, in practise the 
focus of their work is on advising the government. With regard to bioethics, the 
Health council of the Netherlands (Gezondheidsraad) is what comes closest to the 
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Dutch equivalent of a NEC. It is the statutory independent, scientific advisory body to 
the Dutch Government and Parliament. Its assessments of health technologies include 
an analysis of the ethical, societal and medico-legal aspects, whenever relevant. Draft 
reports are submitted to peer review by one or more Standing Committees. One such 
Committee is the Council's Standing Committee on Medical Ethics and Health Law, 
consisting mainly of bioethicists and lawyers. The council is well renowned and its 
reports therefore usually attract wide media attention. However, the ethics review of 
several contested areas of science and technology has been referred to other topical 
scientific advisory committees. They are the (national) biosafety committee (COGEM) 
and the Committee on Animal Biotechnology (CAB, extensively described in part one 
of this thesis). These committees typically combine a highly legal remit with several 
other, more social and exploratory tasks. With regard to their legal remit, they all 
review, ‘case by case, step by step’, applications for government licences for doing 
research. These reviews are required and defined by law and form the basis for the 
ministerial decision on granting or rejecting a license.lxv At the same time, these 
committees have the tasks, (amongst yet others) to act as ‘early warners’ with regard 
to new bioethics issues, to further societal dialogue and to further the development of 
the ethical assessment framework. 

In earlier research on the Dutch animal biotechnology committee, Paula 
showed that such ‘multitasking’ for committees that are directly involved in legal 
procedures is problematic. These committees typically operate on a low level of 
aggregation (concrete individual cases) and are bound to legal criteria in their review. 
Their advice provides the basis for governmental decisions, which decisions are 
sometimes contested in court by stakeholders. This leaves little leeway for open 
dialogue with (contesting) stakeholders and the public at large, based on the 
recognition that the complexity of the problem is yet to be understood.lxvi 

What therefore seems typical about the Dutch situation is that there are topical 
committees dealing with bioethics issues that are, at least formally, supposed to 
perform the ‘societal’ role of a NEC, but in practise seem ill equipped to successfully 
perform that function. This joint task of ‘scientific case advice in a legal context’ and 
‘public dialogue’ has not been found in NECs of other countries.lxvii 

 

                                                 
lxv A third committee of this kind in the Netherlands is the committee for research on human subjects 
(CCMO). This committee acts as the executive body for the law on medical scientific research on 
human (WMO).  It functions as a supervisory body over all Dutch local medical research ethics 
committees and reviews controversial fields of research directly itself (gene therapy, 
xenotransplantation, stem cell research, research on juveniles and mentally incapacitated). CCMO 
decisions on granting licenses are directly legally binding.  As an additional task, the CCMO also gives 
information about the WMO law to the medical research community. 
lxvi Furthermore, in membership the COGEM and the CBD in majority are populated with practising 
scientists, which in itself can be problematic to their exploratory, social task.  
lxvii The Swiss ECHN slightly resembles this joint task. The ECHN has also submitted advice on 
concrete applications for licenses, but is not so directly involved in the licensing procedure and does not 
standardly respond to all applications. Instead its focus is more on general advice to the government on 
non-human bioethics issues and on new laws. Some national ‘ELSA’ committees also perform similar 
double tasks, but are also less involved in concrete decisions about licenses. 
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Research questions: 
- To what extent are Dutch expert committees like the COGEM and the CAB, with 

the combined tasks of giving case by case advice on governmental licensing and of 
furthering societal dialogue, effective in this second task of societal dialogue and 
the underlying task of stimulating societal problem identification and clarification? 

- What is the interaction between the development of new norms and insights by such 
committees and National Courts that adhere to current legal norms?  

- To what extent is there a competition on ‘norm finding’ between these institutions, 
and what kind of formal relationship would be most fruitful, efficient, 
representative and legitimate? 

- To what extent does the typical Dutch situation (an absence of a NEC, but instead 
topical 'ELSA' scientific advisory councils, some with a highly legal remit) lead to 
an omission in political/public input on ethical issues in science? 

 
 
9.5. A research agenda 
 
As the end of this essay, we conclude with a summarised list of research questions that 
reflect the issues that we have encountered and described. These questions have also 
been listed under the different paragraphs of this essay. 
 
Research questions: 
 
• How can conflicting ethical viewpoints best be balanced and also balanced with 

wider social considerations? 
 
• What is best practise for adopting more interactive approaches towards 

stakeholders and the public? More generally: Can a best practise for a NEC policy 
framework be designed, that functions well in different various cultural contexts 
(countries)?  

 
• To what extent do NECs opinions correspond to public opinions? 
 
• What are the views and expectation of NECs, stakeholders and the public with 

regard to the role and tasks of NECs? 
 
• To what extent should NECs membership be broadened to include more kinds of 

expertise and also practical experience, and selected according to a more open 
process? Which other ways are there to improve social robustness? 

 
• To what extent does the Dutch 'legalistic' approach to ethical review lead to a lack 

of public/political input on ethical issues in science?��
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Part three of this dissertation addresses the meta questions 
regarding the merits of ethics committees in general as 
instruments to enhance public participation in public policy 
decision making on societal (and in particular ethical) aspects of 
the life sciences, relative to existing varieties of TA. In policy 
areas such as the life sciences, technical expertise is a dominant 
vehicle of influence. Can either the 'instrument' of ethics 
committees or TA realize genuine substantial impact of citizen 
and stakeholder points of view on public policy? And to what 
extent do such instruments lead to social learning? 
A comparative international analysis was conducted on the way 
ethical issues in GM food are understood and incorporated in 
the policy making process. In their struggle to deal with the 
issue of GM food, and the major ethical issues related to it, 
governments have tried (three) different policy instruments. 
First, there is the overarching EC biosafety, labelling and co-
existence regulation. These bodies of regulation form the core 
reference for governments in dealing with GM food. However, 
in many EU countries also TA activities such as public debates 
have been organised to discuss the (ethical) acceptability of GM 
food. In some countries national ethics committees have been 
set up, which have assessed the merits of GM food. 

The overview of different national ethics committees 
shows that these committees in practise do not have a 
very `public` role. This raises the question whether an 
ethics committee, as such, is a proper policy instrument 
to deal with societal controversy that entails ethical 
issues. To look into that question, a wider comparison 
was made with the other `current` policy instruments 
that are employed to deal with controversies generated 
by biotechnology; namely public debates as part of 
participatory TA exercises, and the more classical 
approach of regulation. As said, the issue of animal 
biotechnology has not been the subject of dedicated, 
comprehensive policies in other countries and therefore, 
to make a wider comparison possible, the related case of 
food biotechnology was taken as the model case here. 
 

PART III 
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Chapter 10 

Introduction 
 
 
 

10.1. The ethics of GM food 
 
The introduction of genetically modified food during the mid-nineties (i.e. the 
introduction on the market of GM-soya by Monsanto) has given rise to public 
concerns about the safety of GM food, environmental risks related to the growing of 
GM crops, and the moral or ethical acceptability of human interference with natural  
genotypes (‘sanctity of nature’, ‘playing God’). More recently, freedom of consumer 
choice and the demand for food labelling have become an issue. Especially the 
acceptability of human interference with natural genotypes has been framed as ethical 
by the public. However, in the course of the public and political debate on GM, the 
issues of food safety and environmental risks more often than once are referred to as 
ethical. Thus, the term ‘ethical’ is both used in a more strict sense and in a broader 
sense – including food safety and environmental issues. Although it is clear that the 
public has increasingly framed (or at least been perceived to frame) their concerns as 
‘ethical’, the dynamics of the processes that influence this framing remain unclear.  
 
Governmental problem? 
The widespread public upheaval about GM food, together with the existing public 
distrust in big food companies, contribute to the – broadly shared – demand for 
governmental regulation. However, the religious beliefs and philosophies of life that 
are central to the GMO food debate do not fit easily into liberal democracy politics 
and therefore are difficult to deal with from a political perspective. From the latter 
perspective, ‘intrinsic’ objections raised to GM food have been interpreted as 
irrelevant to public policy. (Streiffer and Hedemann, 2005) Also the issue of 
environmental risks remains rather elusive from a political perspective. Risk 
assessment of GM crops has led to fierce disputes between GMO proponents and 
opponents, who both refer to scientific evidence to underpin their viewslxix. Moreover, 
increasingly it has become apparent that (ethical) values also play a role in risk 
assessment, and calls have been made to explicitly open up risk assessment to values, 
e.g. by including an ethical assessment. Because of its highly controversial and 
complex character, GM risk assessment is hard to deal with for politicians and policy 
makers.  
 
In their struggle to deal with the issue of GM food, and the major ethical issues related 
to it, governments have tried three different policy instruments. There is of course the 
overarching EC biosafety, labelling and co-existence regulation. These bodies of 
regulation form the core reference for governments in dealing with GM food. 
However, in many EU countries also public debates have been organised to discuss 

                                                 
lxix For a review of such debates, see for example Gaskell and Bauer, 2001 and the special issue on 
precautionary expertise for EU agbiotech regulation of Science and Public Policy 32(4), pp 257-332.  
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the (ethical) acceptability of GM food. In some countries national ethics committees 
have been set up, which have assessed the merits of GM food. Although the policy 
instruments themselves are clear, a comparative overview of how the various 
instruments have been used for addressing ethical issues, and whether this has 
mattered, has been still lacking.  
 
Scope, aims and methods of this Part III 
As part of a EU funded project, called The Institutionalisation of Ethics in Science 
Policy; practices and impact – INES, a comparative analysis was carried out with 
regard to the way ethical issues in GM food are understood and incorporated in the 
policy making process. The analysis focuses on a comparative analysis of countries 
that were interesting cases for the research topic: Switzerland, Germany, The 
Netherlands, Belgium and the United Kingdom. The data for our study came from the 
literature (desk research) and from a question list that was sent to the members of the 
INES project consortium. Each member of the WP5 research group provided data 
regarding the situation in his/her country (the five aforementioned countries), in some 
cases in collaboration with national experts.  The question list consisted of 25 
questions that were constructed with the following leading questions in mind: lxx 
 
- How are public concerns framed as ethical issues? 

- How do countries differ with regard to who defines and what is defined?  

- How is ethics institutionalised? 

- Does institutionalisation matter 

 
The data from both literature and question list formed the input for a first tentative 
analysis that was discussed at an INES WP5 project group meeting in October 2005. 
Besides the project members two external experts participated in the meeting. The 
names of the participants are listed in Annex A. A first draft report was constructed 
afterwards, based on the data and the discussion of it at the project group meeting. 
This draft report was discussed with experts during a two-day workshop in November 
2005. The participants of this INES WP5 workshop are listed in Annex B of this 
report. The fruitful discussions during the workshop provided additional information 
and insights, which were incorporated in the relevant sections of this part III of the 
thesis. Before the results of the study are presented below, it is relevant to first 
highlight an important `meta-issue` regarding the institutionalisation of public views 
in policy, namely the issue of framing. It is especially relevant with regard to 
identifying the `proper` conditions of, and choice for policy instrument that are meant 
to address issues raised by the public. 
 
 
10.2 Framing; What is it and why is it important?  
 
In this part of the thesis an analysis will be presented of public concerns that are raised 
by biotechnology in agriculture and food production and which of these concerns are 

                                                 
lxx See: http://library.wur.nl/ebooks/1885868.pdf for the full data regarding the question list and 
resulting country profiles.  



 149 

framed as ethical issues. The working assumption is that the particular way concerns 
are framed is not without consequences for how they will be addressed and dealt with. 
In other words, framing is not a neutral matter. At this stage it may be useful to reflect 
on the meaning(s) and implications of the notion of ‘framing’, a concept that is 
increasingly being used in a variety of disciplinary approaches. The concept of 
framing was originally described by policy process theorists, who used it to describe 
the process of agenda-setting (see for example Cobb and Elder 1972, Kingdon 1984). 
More recently, in the field of media studies, Todd Gitlin offers the following 
definition of the frame concept:  
 

“Frames are principles of selection, emphasis and presentation composed of 
little tacit theories about what exists, what happens, and what matters.” 
(Gitlin, 1980; p.6) 

 
From a methodological point it may be difficult to identify such ‘little tacit theories’, 
precisely because they are tacit. To avoid this difficulty, Thomas König (2004) notes 
that media research has gradually shifted towards a conceptualisation of frames as 
being consciously adopted and manufactured. Framing thus becomes an active 
process. For Robert Entman, 
 

“[t]o frame is to select some aspects of a perceived reality and make them 
more salient in a communicating text, in such a way as to promote a particular 
problem definition, causal interpretation, moral evaluation, and/or treatment 
recommendation.”  (Entman 1993; p.52) 

 
Following König, in this thesis no stand will be taken on the issue of whether or not 
frames are deliberately adopted and propagated. Frames may be considered as both 
consciously adopted and unconsciously used conceptual scaffolds. In this way, as 
Sheila Jasanoff (2005a) remarks, framing “usefully occupies a middle ground between 
the contingent and the determined.”. For her the essential point is that  
 

“framing allows us to see that events do not in and of themselves dictate the 
pathways along which public responses will move – nor even necessarily 
provoke any political action. Events first have to be set within an interpretive 
context that allows them to function as a starting point for deliberation or 
concerted action: so [cloned sheep] Dolly’s birth announcement became a 
challenge for ‘bioethics’, and the September 11, 2001, attacks were cast as 
grounds for a ‘war on terror’.” (Jasanoff, 2005a; p.24) 

 
Frame analysis has fanned out from media studies into the study of social movements, 
cognitive psychology, linguistics and political science, among others. For our 
purposes it is of special interest that it is also used in the study of policy-making. 
(Triandafyllidou and Fotiou, 1998) Jasanoff argues that frame analysis offers a useful 
perspective on the political regulation of science and technology, either to promote 
innovation or to manage and control risk. Such regulation, she claims, “can fruitfully 
be seen as a kind of story-telling by communities situated in particular times and 
places who are attempting to deal with unsettling or disruptive changes in their 
environments.”(Jasanoff, 2005a; p.23)  In contrast to the limited idea of political 
agenda-setting, framing also offers the analytical advantage that it does not take the 
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existing shape of political issues for granted, but offers room for the contingency and 
cultural selectivity of social responses. (Jasanoff, 2005a; p.25) 
 
Framing public concerns as ethical issues 
It is by no means self-evident that the concerns raised by modern biotechnology in 
agriculture and food production have to be articulated within an ‘ethics frame’. In fact, 
due to statutory constraints in EU regulation and commitments to WTO agreements, 
such concerns have often been forced to be processed through the narrow frame of 
‘risk assessment’.lxxi It is true that in the course of time, under the influence of 
(broader accounts of) the so-called precautionary principlelxxii (mentioned in the new 
Directive 2001/18/EC on deliberate release), the narrow ‘risk frame’ has been 
broadened up a  bit to include considerations such as consumer choice and the 
safeguarding of organic and conventional agriculture. (Boschert and Gill, 2005; p.285-
292 and Schenkelaars, 2005; p.309-316) However, to many the risk frame is still far 
too restrictive to adequately address public concerns. Thus in their report Ethical 
principles in European regulation of biotechnology – possibilities and pitfalls, 
prepared in 2002 on behalf of the Danish BioTIK secretariat, Linda Nielsen and Berit 
Faber write: 
 

“[…] even though biotechnology raises questions about both values and risk, 
it is symptomatic that public debate revolves almost exclusively around risk. At 
the same time, the dominance of risk in regulation is a factor delimiting the 
objections which can legitimately be raised. Since risk is the only recognised 
yardstick, one must either assert the dangers of biotechnology – or put up with 
being ignored. But this trivialises the debate on risk and values.” (Nielsen and 
Faber, 2002; p.18)  
“[…] scientific risk assessments alone cannot embrace the scope of the value-
based issues underlying the entire GMO debate.”  (Nielsen and Faber, 2002; 
p.59) 

 
While Nielsen and Faber reject the ‘risk frame’ as too constricting to encompass the 
full scope of public concerns, they exhibit no doubts about ‘ethics’ as a suitable frame 
for dealing with the entire range of these concerns. In fact they propose an ‘ethical 
master frame’ that is even expected to incorporate risk assessment in the more narrow 
sense, taking duly account of the inescapably value-laden character of the latter: 
 

“It is our position that the key aim in this context is to link up all the elements 
of scientific risk assessment and political risk management and the dialogue 
on risk management to ethical considerations and evaluations.” (Nielsen and 
Faber, 2002; p.59) 

 
Nielsen and Faber present an ethical frame consisting of four (sets of) ethical 
principles:  

                                                 
lxxi “The foods standards laid down by WHO/FAO in the Codex Alimentarius, like the EU directives 
and regulations concerning the marketing of genetically modified products and so forth, contain 
provisions concerning risk assessment, but leave little or no scope for incorporating ethical concerns in 
the authorisation procedure itself.”  (Nielsen and Faber, 2002; p.29) 
lxxii “The precautionary principle is gaining ground in spite of the fact that EU legislation operates with 
no explicit definition of what the principle actually embodies.” (Nielsen and Faber, 2002; p.58) 
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1. Principle of economic and qualitative benefits: “[F]or any potential risk to be 
acceptable, the technology should not simply serve financial interests, but also 
contribute to a better quality of life.”  

2. Principle(s) of autonomy, dignity, integrity and vulnerability: “In the 
application of biotechnology, regard must be shown for human autonomy and 
dignity, and for the integrity and vulnerability of human beings, animals and 
the natural world.”  

3. Principle of just distribution of benefits and burdens: “Biotechnology should 
be employed in such a way that it does not impede our efforts to create a 
society in which benefits and burdens are fairly distributed [also between 
countries and generations].” 

4. Principle of co-determination and openness: “Decisions to use or not to 
employ genetic engineering should be made through an open process, where 
respect is given to all viewpoints.” 

 
Allowing for certain idiosyncracies in the Danish formulations, the first three (sets of) 
principles can be seen as roughly comparable to the internationally well-known set of 
four principles formulated by Beauchamp and Childress: the principles of beneficence 
(doing good) and of non-maleficence (doing no harm), the principle of respect for 
autonomy and the principle of justice (or fairness). As such these principles represent 
a synthesis of the utilitarian and deontological schools in ethics. What is interesting is 
the fourth Danish principle, which has been derived from the communicative ethics or 
discourse ethics formulated by the German philosopher Jürgen Habermas. 
Habermasian discourse ethics is an important source of inspiration for contemporary 
ideals of deliberative democracy which also have found expression in consensus 
conferences and other forms of public debates. It is well known that Denmark has a 
strong tradition in this area. Seen from this background, it is not surprising that the 
Danish expert group explicitly added co-determination and openness as a fourth 
principle to the list of main ethical principles. As Nielsen and Faber remark, “[the] 
four fundamental principles should be understood as parameters to be made 
substantive and operationalised through democratic debate.” (Nielsen and Faber, 
2002; p.59) Thus, for Nielsen and Faber (representing a position that appears to be 
rather prominent in Denmark) the notions of ‘ethics’ and ‘public debate’ mutually 
imply each other. To plead for ethical consideration is ipso facto to plead for 
democratic debate, while a public debate is only held meaningful when it sets out to 
address the issues in terms of the pre-given list of fundamental ethical principles, by 
giving them substantive content and balancing them against each other. Thus, at least 
officially, public debates are supposed to be framed in terms of a number of ethical 
principles formulated by a group of experts that set the vocabulary in which the issues 
can be discussed. Such a static, top-down approach to dialogue on emerging ethical 
issues can be rather problematic, as has for example been argued by Danish 
sociologist Janus Hansen; see box III.1: Institutionalisation and framing.   
 
Utilitarian framing of ethical issues 
There is not just the complaint, voiced in particular by British scholars like Brian 
Wynne (2001), Les Levidow and Susan Carr (1997), that public concerns are being 
‘pre-judged’ when they are framed as ethical issues. There is also the fairly 
widespread complaint which objects not so much against the definition of public 
concerns as being of an ‘ethical’ nature as against the fact that in practice an ethical 
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Box III.1: Institutionalisation and framing 
 
In his dissertation on Framing the public, the Danish sociologist Janus Hansen provides some 
interesting background information on the official adoption of an ‘ethical master frame’ for 
addressing public concerns about agricultural and food biotechnology in Denmark (Hansen 
2005). In that country an expert group was assembled in 1997 by the Ministry of Trade and 
Industry to inquire into the possibilities for a ‘nuanced debate’ and to create a broader 
understanding of the population’s attitudes. Hansen describes how the ethical framing was 
specified and what effects it had. In line with the broadly participatory and consensual nature 
of Danish political culture, the expert group’s report argued that all citizens should be 
allowed to articulate their concerns with regard to the new biotechnological applications. Yet 
to have a fruitful debate, the report argued, a ‘common language’ in which different political 
visions and societal values could be discussed was clearly needed. Such a common language 
could be found (only) in the formulation of generally agreed ethical principles, which the 
experts duly offered. The four fundamental principles on which the experts eventually agreed 
by way of compromise (see in text of 11.2 above) were subsequently adopted by the Danish 
government and parliament. They were “readily accepted as an expression of the relevant 
ethics, not as the working compromise of a committee” (p. 167). Their high level of 
abstraction and their lack of operational content allowed them to be ‘black-boxed’ as 
resources that politicians could draw upon to pursue their own political agendas. 
 
An institutional consequence of the report was the establishment of the action plan for 
biotechnology and ethics - BioTIK – and its accompanying secretariat in 2001. Hansen points 
out that the BioTIK secretariat worked from a pre-given framing of ethical issues: 
“First of all, in the work of the secretariat, the meaning of ‘ethics’ is predefined through the 
expert report and the subsequent formulation in the Government’s policy statement. For 
instance, the secretariat worked to develop a template for a survey of attitudes towards 
various biotechnological applications based on an operationalisation of the ethical criteria 
(rather than attempting to explore whether the formulated criteria corresponded with the 
actual concerns of the members of the public). [..] One could say that it [the BioTIK 
secretariat] embodied the assumption that the substantial ethical reflection had already 
taken place in the expert committee. Therefore the secretariat had the dual task of diffusing 
knowledge of these principles in the public sphere, and working towards their 
implementation in legislative work, not to contribute to their ‘modification’ in the light of 
emerging issues.” (Hansen 2005; p.169) 
 
consideration of contentious public issues all too often reduces to a rather simplified 
treatment within a narrow utilitarian frame. Utilitarianism seems to be the preferred 
mode of ethical thought for many regulators of science and technology, because it 
resonates most strongly with established approaches like economic cost-benefit 
analysis and scientific risk assessment. However, the effect of a one-sided dominance 
of utilitarianism will be that ethical concerns of a different character, which can only 
be expressed in terms of a principle-based (deontological) ethics or of a virtue ethics, 
are ignored or dismissed as no more than ‘subjective gut feelings’. 
 
The debate about labelling and consumer choice offers an example. Among 
policymakers in the United States labelling GM products is generally rejected as a 
consequence of the prior choice of a regulatory regime focusing on the characteristics 
of the product rather than the process (Hornig Priest 2001).The option is also rejected 
on the utilitarian grounds that it would lead to an increase in costs. The American 
philosopher, Paul Thompson, thinks that many participants in the U.S. debate on 
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labelling and consumer choice are blinded to the real ethical issue at stake due to their 
utilitarian blinkers: 
 

“[..] the fact that autonomy and consent issues continue to be misrepresented even 
by those who are attempting to provide a balanced overview of social and ethical 
issues associated with agricultural biotechnology suggests a further concern. An 
unreflective (and probably unintentional) tendency to frame issues in utilitarian 
terms may itself be a source of ethical concern with respect to food and agricultural 
biotechnology. If this is the case, it would suggest that not only issues involving 
consumer consent, but also issues associated with social justice, environment and 
even animal ethics are being addressed with a utilitarian bias to frame ethical 
issues solely in terms of utilitarian, cost-benefit kind of thinking. If so, there is a 
kind of unfairness or perhaps ethical blindness that pervades thinking on 
biotechnology. The possibility of such a problem leads directly into the problem of 
trust [..]”  (Thompson 2000 par.4.2). 

 
In a document on the ethical aspects of agricultural intensification, the Food and 
Agriculture Organization of the United Nations holds that each one of the three basic 
types of ethics – utilitarianism, deontology and virtue ethics – is needed to fully 
articulate the concerns involved in intensification:  
 

“Omitting any one of these ways of framing ethical issues results in a weakened 
capacity to articulate, debate and ultimately assume ethical responsibilities that 
may arise in connection with population growth and the attendant imperatives for 
intensification.” (FAO 2004; p. 28 ) 

 
Yet, sympathetic as it may sound to accord each type of ethics its legitimate role to 
play, to give each its due so to say, in practice it may be hard to realise such an 
equality of status. 
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Chapter 11 

Institutionalisation in practice 
 
 
 
In this chapter good and bad experiences are discussed regarding the 
institutionalisation of ethics in the five countries taking part in INES WP5. In the 
description and analysis the tripartite division of institutionalisation in A. Committees; 
B. Organised Public Debates; and C. Regulation is followed. 
 
 
11.1. Committees 
 
SWITZERLAND 
 
Among the 5 countries taking part in the INES WP5 project, institutionalisation of 
ethics at committee level is most advanced in Switzerland. The Swiss Ethics 
Committee on Non-human Gene Technology (ECNH) is unique in being 
specifically oriented to dealing with ethical issues in the field of non-human 
biotechnology. This has everything to do with the circumstances surrounding the so-
called Gene Protection Referendum held in 1998, in which anti-GM groups 
campaigned for a ban on the use of gene technology in both the human (medical) and 
the non-human (agriculture, food) domain. (Schatz, 1998) Polls showed that although 
the majority of the Swiss were in favour of the use of gene technology in the medical 
domain, they were against its use in the agriculture and food production. To prevent a 
possible ban on the technology as a whole, the parliament suggested establishing an 
ethics committee for the non-human domain to ensure that the legislator would take 
ethical concerns related to this area adequately into account in future regulations and 
policies. The ECNH was appointed by the Federal Council on 27 April 1998, even 
before the actual referendum on 6 and 7 June, to advise the authorities, as an 
independent expert committee, in the field of non-human gene technology. It issues 
statements on draft bills in this field and provides suggestions on future legislation. 
The ECNH also advises the federal and cantonal governments on the implementation 
of national regulations and gives its view, from an ethical angle, on selected project 
applications in authorisation procedures for genetically modified organisms. The 
committee is also responsible for informing the public and for promoting dialogue on 
the benefits and risks of gene technology and biotechnology. The ECNH consists of 
maximally 12 members, among which are currently 7 ethicists (philosophy or 
theology), 3 scientists (microbiology, genetics), 1 medical doctor and 1 legal expert. 
Members are appointed by the Federal Council. There are no laypersons on the 
committee. Care is taken to ensure that different ethical approaches are represented on 
the ECNH. The committee generally adopts an expert-centred approach with a strong 
emphasis on rigorous argumentation and evaluation. No special effort is made to 
involve the wider public in the advisory work or to canvas the concerns and views of 
lay people.  
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GREAT BRITAIN 
 
In the UK there is no official ethics committee, but the Nuffield Council on 
Bioethics, though operating under the auspices of an independent private foundation, 
“is treated unofficially by the UK government as a quasi-official body dealing with 
matters of public interest which policymaking finds difficult to handle directly”.lxxiii 
The Nuffield Council on Bioethics was established in 1991 by the Trustees of the 
Nuffield Foundation. Since 1994, it has been funded jointly by the Nuffield 
Foundation, the Medical Research Council and the Wellcome Trust. According to its 
terms of reference, the Council has “to identify and define ethical questions raised by 
recent advances in biological and medical research in order to respond to, and 
anticipate, public concern.” It is also required “to make arrangements for examining 
and reporting on such questions with a view to promoting public understanding and 
discussion”. In some cases this may lead to “the formulation of new guidelines” for 
regulatory bodies. 
Members of the Council are recruited through co-optation, on recommendation of 
other members or of outside experts. The chair is appointed by the trustees. 
Consultation of organisations and individuals with interest and expertise in the subject 
being investigated has become standard procedure in the drafting of reports. Opinions 
are solicited for by inviting the public to respond to general questions or by presenting 
draft reports for comment and by incorporating the comments received into the final 
report.  
Most of the topics on which the Nuffield Council reports belong to the realm of 
human medicine, but the Council also issued, in 1999, a report on the ethical and 
social issues of genetically modified crops and a follow-up discussion paper in 2003 
on the use of genetically modified crops in developing countries.lxxiv In view of the 
climate of public distrust prevalent in the late 1990s, the Council recommended in its 
1999 report the creation of a broadly based, independent, over-arching biotechnology 
advisory committee which would be a locus for the discussion of scientific, ethical 
and general policy issues and which would also have to consider the wide variety of 
moral concerns and scientific uncertainties related to GM crops.lxxv In 2000 the British 
government heeded this particular piece of advice by establishing the Agriculture 
and Environment Biotechnology Commission (AEBC).       
Also operating in the specific domain of food and agriculture, alongside the 
occasional forays into this area by the Nuffield Council, is the Food Ethics Council 
(FEC). The FEC was established in 1998, “in response to widespread public concern 
about recent developments in food and agriculture”. The FEC is independent of 
government and industry. It consists of up to twenty members, including scientists, 
philosophers, farmers and consumer advocates. Although independent, the Council 
actively engages with other organisations and with the public at large through 
meetings and seminars. Its self-professed aim is “to help people think ethically about 
food and to act accordingly”. The FEC states it has played a major role in developing 

                                                 
lxxiii Wynne, 2001; p.464 One reason for the absence of an official ethics committee in Great Britain had 
been Margaret Thatcher personal opposition: “Margaret Thatcher, prime minister until 1990, declared 
her firm opposition to a governmental niche for [an ethics committee], possibly fearing the influence of 
an official voice of conscience; a standing committee on the model of the Royal Commission on 
Environmental Pollution was therefore ruled out.” (0noff, 2205a; p. 185).   
lxxiv Nuffield Council on Bioethics, 1999 and Nuffield Council on Bioethics, 2003. 
lxxv See paragraphs 8.24 to 8.28 of the 1999 report.  
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the so-called Ethical Matrix, a framework for structuring analysis and ethical 
deliberation. Whereas the Nuffield Council on Bioethics generally takes a more 
‘mainstream’ position, the FEC usually adopts a more ‘radical’ position, often in line 
with its advocacy of organic agriculture. Nuffield, for example, takes a favourable 
stand on biotechnology on (largely) utilitarian-ethical grounds and makes an ethical 
case for providing biotechnology to Third World countries. In its turn the Food Ethics 
Council issued  a report critical on biotechnology in response to the Nuffield 
report.lxxvi  More recently, along with other groups and organisations with a similar 
outlook like Demos and the Green Alliance, the FEC pours much energy into 
promoting public participation and engagement at the earlier stages of the 
development of new technologies, especially at the time when research priorities are 
set (‘moving upstream’). (Food Ethics Council, 2004) 
 
The fact that Great Britain has two ‘private’ ethics committees that both cover the 
domain of food and agriculture practically means that there is no national expert 
committee which may persuasively pretend to speak with a single, authoritative voice 
on the ethical issues raised in this area.lxxvii 
 
The Agriculture and Environment Biotechnology Commission (AEBC) should 
also be mentioned in this context, although it is (or rather was) not a specific ethics 
committee. The AEBC was set up by the British government in June 2000, after a 
review of the whole framework for overseeing developments in biotechnology (and 
after the Nuffield Council on Bioethics had emphasized the need for such a body in its 
1999 report on GM crops). Like its counterpart for human genetics, the Human 
Genetics Commission, the AEBC had a broad-based composition and wide-ranging 
remit “including strategic analysis of biotechnological developments, addressing 
broader issues including ethical considerations regarding the acceptability of genetic 
modification, identifying gaps in the regulatory and advisory framework and building 
up a wider picture from the lessons learned from individual regulatory areas.” (Office 
of Science and Technology, 1999) The more technical statutory regulation in charge of 
safety assessments and approval procedures remained the responsibility of the 
Advisory Committee on Releases to the Environment (ACRE), an expert body 
under the Department for Environment, Food, and Rural Affairs (DEFRA). The 
establishment of the AEBC “allowed a continued screening off of the technical 
aspects of regulation from politicised interventions, i.e. the social inclusion of diverse 
interests was re-focused from technical expert bodies undertaking specific approval 
procedures to a strategic, non-technical body with an advisory function only”. 
(Hansen, 2005; p.206) However, the creation of the AEBC also testified that the UK 
government was aware that the survival of agricultural biotechnology in Britain 
depended on more than just the regulation of safety by technical expert bodies. The 
AEBC was, as the commission itself declared in one of its popular publications, “an 
unusual body – strongly independent although Government funded – made up of 

                                                 
lxxvi Food Ethics Council, 1999. An answer to Nuffield’s position on the use of biotechnology in 
developing countries can be found in the more recent report by the Food Ethics Council, 2003. 
lxxvii From the point of view of the British government this may be regrettable, as it will be more difficult 
to base policies on the moral pronouncements of an authority that are not easily challenged. However, 
one may also hold that this institutional expression of existing ethical pluralism has much to recommend 
itself. It guarantees that controversial issues will be thoroughly thought through and elucidated from 
different viewpoints. This may be helpful for citizens looking for enlightenment. 
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representatives with a wide range of skills and expertise from all sides of the GM 
argument: scientists, people from the biotech industries, green campaigners, lawyers 
and academics including a philosopher.” (AEBC, 2004; p.5) On April 30, 2005 the 
AEBC was wound up after an official review established that it had largely discharged 
its original remit. During its lifetime the AEBC issued reports on the design and 
interpretation of GM crop trials (the field-scale evaluations), animal biotechnology, 
coexistence and liability, and research agendas in agricultural R&D. The Commission 
had also been the driving force behind the national GM debate “GM Nation?” that 
was held in the summer of 2003. In retrospect, this may have been its most important 
feat.       
 
GERMANY 
 
In Germany the Nationaler Ethikrat or National Council of Ethics was inaugurated 
in May 2001 by a decision of the Federal Government as “a national forum for 
dialogue on ethical issues in the life sciences”. The Council has up to 25 members 
“who represent the scientific, medical, theological, philosophical, social, legal, 
ecological and economic worlds” and are appointed for a four-year term by the 
Federal Chancellor. The ‘Ethikrat’ was set up by former Chancellor Gerhard Schröder 
as an alternative to the parliamentary ‘Inquiry Commission on the Law and Ethics of 
Modern Medicine’ (Enquetekommission “Recht und Ethik in der modernen 
Medizin”), a body consisting of 13 elected representatives and 13 independent 
experts, which the German Bundestag had established in March 2000. “The suspicion 
was raised that by setting up the Ethics Council Schröder deliberately wanted to build 
a counterweight to the Enquete Commission for the sake of implementing a more 
biotechnology-friendly policy.”lxxviii Until now the ‘Ethikrat’ has exclusively tackled 
subjects related to biomedicine and human genetics, apart from the issue of gene 
patenting (which crosscuts the areas of human and non-human biotechnology). This 
lack of attention from the National Council of Ethics for issues raised by gene 
technology applications in food and agriculture may be due to the fact that in Germany 
the latter have predominantly been framed as risk issues.     
 
THE NETHERLANDS 
 
In the Netherlands there is a Centre for Ethics and Health functioning as a 
subcommittee of the Health Council and a special Committee on Animal 
Biotechnology (the CAB described in part I), which advises the government on the 
ethical acceptability of projects involving the genetic modification of animals. In the 
area of non-human biotechnology there is also special subcommittee of the COGEM 
(Committee on Genetic Modification, advising on the requirements for the contained 
use of GMOs and on experimental and commercial releases of GMOs), which deals 
with ethical and social issues. The COGEM subcommittee has formulated an 
‘integrated framework for the assessment of social and ethical issues in modern 
                                                 
lxxviii Löhr, 2001. See on the rivalry between the two German ethics bodies also Jasanoff, 2005a; p.184-
185 and p.196-198. The two ethics commissions came to different recommendations on the issue of 
allowing imports of embryonic stem cells in November 2001: “The parliamentary commission voted 17 
to 7 against imports on November 12, 2001; on November 29 the Ethikrat voted 13 to 9 to allow the 
imports” (Jasanoff, 2005a, p. 197). Both the Ethikrat and the Enquetekommssion reported to the 
German Bundestag. 
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biotechnology’ (2003), in line with the integrated framework for vetting 
biotechnology developments that has been formulated by the ministry of the 
environment. However, this framework is used only in notices and monitoring reports 
(‘signaleringen’) which explore the possible issues that might arise in future 
biotechnological developments (e.g. with regard to pharmaceutical crops). The 
assessment framework is not used in current authorisation procedures for the 
deliberate release of GM crops and products, as EU and national legislation do not 
admit any other assessment than an assessment in terms of risks for health and the 
environment. Thus the effect of the ‘integrated framework’ on actual authorisations is 
extremely limited. The work of the COGEM subcommittee on ethical and social 
aspects hardly affects the work of the other parts of the COGEM. The division of 
labour between the COGEM subcommittee for ethical and social issues and the rest of 
the COGEM may be somewhat comparable to that between the AEBC and ACRE in 
Great Britain. However, the impact of the COGEM subcommittee has been much less 
than that of its full-fledged British counterpart, because being merely a subcommittee 
it lacked the status, broadly based composition and the capacity to engage with the 
wider public that the latter possessed.   
 
BELGIUM/FLANDERS 
 
Belgium possesses on the national level the Raadgevend Comité voor Bio-ethiek 
van België/Comité Consultatif de Bioéthique de Belgique (Belgian Consultative 
Committee on Bioethics), but this body exclusively focuses on the area of human 
medicine. There are no ethical expert committees for medical biotechnology let alone 
for non-human biotechnology on the level of the Flemish community.   
 
 
11.2. Organised public debates 
 
GREAT BRITAIN 
 
GM Nation? The public debate 
The large-scale public debate ‘GM Nation?’, which was held in the summer of 2003, 
had been more or less forced upon a reluctant Government. The proposal to conduct 
an extensive public debate was made in the 2001 report of the Agriculture and 
Environment Biotechnology Commission (AEBC) on the so-called Farm-Scale 
Evaluations: “We believe that the Government must now encourage comprehensive 
public discussion of the ecological and ethical – including socio-economic – issues 
which have arisen.” (AEBC, 2001; p.12) Given the ‘new mood’ for public dialogue 
that had been proclaimed by the House of Lords Select Committee on Science and 
Technology and other respectable British institutions, there was no decent way for the 
UK Government to reject this proposal. In July 2002 the organisation of the public 
debate was put into the hands of an independent Steering Board led by the chair of the 
AEBC, Professor Malcolm Grant.  
 
Framing: 
The Government and the Steering Board had different perspectives on the nature of 
the debate. While “the Government wished for a ‘narrow’ agenda where technical 
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issues were central, and which would allow the debate to function as a sort of probe 
into the acceptability of their intended policy initiatives” (Hansen, 2005; p.235), the 
Steering Board opted for a much broader and more open approach. In order not to lose 
discursive control completely and to hedge against a possible unfavourable outcome, 
the Government urged that two complementary ‘strands’ should also be undertaken in 
parallel with the public debate: an economic assessment of the overall costs and 
benefits of GM crops by the Prime Minister’s Strategy Unit (PMSU) and an 
independent review of the science of GM. It was thought that the three strands would 
mutually fertilise each other, but no detailed plans were made to organise a productive 
interaction.  
 In the Steering Board’s perspective, the debate would not be an opinion 
polling exercise or a mini-referendum (the Government would agree with the latter 
point). It should give people opportunities to deliberate on the issues and provide 
access to the information that they might need to do so. One key principle of the 
whole exercise was that “the public should as far as possible frame the issues and 
questions for debate, to give people some confidence that Government or particular 
interest groups would not dictate what could or could not be discussed and to ensure 
that the issues would be expressed in terms accessible to the general public”. (Public 
Debate Steering Board, 2003; p.11) To this end nine so-called Foundation Discussion 
Workshops (i.e. focus groups) were held in November 2002. From the results of these 
workshops the Steering Board distilled 13 separate questions on the possible costs and 
benefits of GM crops, covering a range of environmental, economic, consumer, 
health, and ethical questions, which were fed back into the debate process. (Public 
Debate Steering Board, 2003; p.13)  
A key issue was to obtain a clear commitment from the Government with regard to the 
outcomes of the debate. The Steering Board was afraid that many citizens would not 
be willing to participate if they thought that the Government would not listen. In 
January 2003, after some negotiation, the Secretary of State at DEFRA made two 
commitments: to respond to the Steering Board’s report on the debate, and to indicate 
what the Government had learned from the debate when making future 
announcements on GM issues.lxxix The Government also had to promise that it would 
not take decisions about commercialisation of GM crops while the debate ran its 
course. 
Another strategic aspect was the timing of the debate. After requests for more time by 
the Steering Board (to take into account the results of the Farm Scale Evaluations 
(FSE) that were expected in the summer of 2003), the Secretary of State at DEFRA set 
the ultimate date for the final report at the end of September 2003. As it happened, the 
delayed FSE results came too late to be taken into account. External evaluators of the 
‘GM Nation?’ debate hold that the highly compressed timescale imposed by the 
Government may have led the Steering Board to produce a “hurried” analysis of the 
meaning of its own findings. (Rowe, 2005)    

The actual ‘GM Nation?’ debate consisted of over 600 national, regional and 
local meetings. Total attendance is estimated to be close to 20,000 (exact figures are 
not available because the initiative to hold local meetings was left to local organisers, 
who were provided with an organisation toolkit by the Steering Board). Participants in 
these open meetings were, naturally and unavoidably, ‘self-selected’. Their views 
were likely to be more outspoken (e.g. more anti-GM) than those of the general 

                                                 
lxxix Healey, 2003; p.19 and Hansen, 2005; p.216.  
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population. To have a check on the evidence from the open meetings, the Steering 
Board therefore commissioned a parallel series of reconvened discussion groups from 
a random sample of the population (the so-called Narrow-But-Deep element). An 
additional motive was “to try and involve people in debate activities, particularly 
deliberative meetings, who have not previously expressed a view on GM issues”. 
(Rowe, 2005; p.12) The Steering Board felt obliged to address the fear expressed by 
some that the whole process might be captured by “special interests”. Consumer and 
environmentalist NGOs critical of biotechnology were thus kept at bay. It was 
suggested or implied that their views might not be representative of the entire 
population. In their turn some NGOs expressed scepticism about the debate as being 
no more than a PR exercise.  
In the final report appearing in September 2003, the Steering Board stated in rather 
blunt terms that the British public was not in favour of GM crops: “People are 
generally uneasy about GM” (key message 1); “There is little support for early 
commercialisation” (key message 3); “There is widespread mistrust of government 
and multi-national companies” key message 4).lxxx What surprised commentators was 
not that the public were hesitant, but the “startling […] scale of the rejection”. The 
Consumers Association commented: “The consumers view could not be clearer and 
the government can no longer afford to hide behind industry skirts and ignore it.”lxxxi    
 
Impact:  
It will not be surprising that in the end the anti-GM consumer and environmentalist 
organisations, although often sceptical at first, judged positively about the ‘GM 
Nation?’ public debate because the conclusions suited them.lxxxii “The GM sceptic 
NGO community […] emerged triumphant from the process and framed themselves 
and their cautious attitude as aligned with that of the broader public.” (Hansen, 2005; 
p.244) By the same token, representatives of the biotechnological industry were 
unhappy with the outcome. Some of them (even including a member of the Steering 
Board) claimed that the debate process had effectively been hijacked by anti-GM 
organisations. “The significance of the overall outcomes for each stakeholder’s 
interests seems to have proved more significant than any identification with the 
process as such.” (Healey, 2003; p.40) More than 100 scientists sent an angry letter to 
Tony Blair, complaining about the way the public debate had been handled: “We want 
arguments based on evidence and what we are getting is arguments based on 
opinion.”lxxxiii (The very idea of public engagement has apparently been lost on them.)  
The outcome of the public debate must also have been unwelcome to the Government. 
Even apart from its well-known pro-GM stance, EU regulations would not allow the 
UK Government to base negative decisions about the release or commercialisation of 
GM products on the prevalent public opinion in Great Britain. In March 2004 the 
Government gave conditional approval for the commercial growing of a GM forage 
maize variety that had shown better environmental results in the FSE-trials than its 

                                                 
lxxx However, an independent evaluation team claims on the basis of a survey of its own that “the extent 
of outright opposition to GM food and crops amongst the UK population is probably lower than 
indicated in the GM Nation? findings.” For an executive summary of the Evaluation Team’s report, see 
Annex E to Healey, 2003; p.63-66. 
lxxxi Quotes taken from Hansen, 2005; p.226. 
lxxxii Healey gives a detailed overview of the responses of these organisations; see Healey, 2003;p. 44-45 
lxxxiii Quoted in Healey, 2003; p.46. 
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conventional counterpart.lxxxiv For the producer of this maize variety, Bayer Crop 
Science, however, this may have been too little and too late. On September 28, 2003, 
the company had already announced that it would move all research and development 
activities to the US because it found the climate of opinion in the UK too hostile and 
support from the Government insufficient. (Hansen, 2003; p.242) The Government’s 
predicament is aptly summed up by Sue Mayer of the critical NGO GeneWatch: “… 
the UK Government really can please nobody”. (Hansen, 2003; p.245)  
 
GERMANY 
 
Diskurs Grüne Gentechnik 
In 2001 the German Ministry of Consumer Protection, Nutrition and Agriculture 
(Bundesministerium für Verbraucherschutz, Ernährung und Landwitschaft: BMVEL) 
initiated the so-called ‘Diskurs Grüne Gentechnik’ (‘Green Biotechnology 
Discourse’). Behind this initiative was the wish of the ministry, led by Green Party 
minister Renate Künast, to explore the scope for new policy actions against the 
background of persistent polarisation in the area of ‘green’ biotechnology (agriculture 
and food) and expected changes in European directives and regulations (deliberate 
release, labelling, coexistence). The government was confronted with the expectation 
of environmental groups to prevent green biotechnology in Germany on the one hand 
and pressure by industry and agriculture to give way to cultivation of GM crops on the 
other. The purpose was to “establish a forum for clarification of facts and for debate 
among all relevant societal groups”, according to the minister.lxxxv 
The discourse procedure ran from December 2001 until September 2002. Some 30 
stakeholder groups – industry, environmental and consumer groups, churches, trade 
unions - were involved in the discourse.lxxxvi These groups and representatives of the 
ministry met in five so-called ‘discourse rounds’ of two days duration each and in a 
conference. At these meetings opinions of around 50 experts were heard and discussed 
by the participants. Care was taken to have an equal proportion of ‘pro-GM’ and ‘anti-
GM’ experts. The process was steered by a committee elected by the participants 
though chaired by a representative of BMVEL. 

Compared to public debates in other European countries the German discourse 
stands out as a participatory exercise with stakeholder organisations but without 
direct representation of ordinary citizens. It was taken for granted that the 30 
organisations involved represented a wide spectrum of the German citizenry. The 
inclusion of laypersons had been considered and rejected early on in the planning 
process, as laypersons were assumed to lack the competence and expertise 
(‘Sachverstand’) needed for fruitful deliberations. This may have to do with a neo-
corporatist political culture in post-war (Western) Germany characterised by a strong 
disinclination “to engage with what is seen as more egalitarian or plebiscitarian forms 
of politics”. (Hansen, 2003; p.263) 

                                                 
lxxxiv Some claim that these results are flawed because of the use of atrazine as the control herbicide. 
Atrazine was about to be phased out by the EU and would therefore not provide an acceptable baseline 
for comparison.  
lxxxv BMVEL brochure Diskurs Grüne Gentechnik 
(www.transgen.de/pdf/diskurs/broschuere_bmvel.pdf).  
lxxxvi “Perhaps characteristic of the German corporatist tradition, trade unions and the two churches were 
invited to participate in an almost automatic fashion, as ‘jobs’ and ‘ethics’ were on the agenda.” 
(Hansen, 2003; p. 283, footnote).  
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Framing: 
The steering committee was not put entirely ‘at arms length’ from the Government, as 
is indicated by the fact that the committee was chaired by a representative of BMVEL. 
Although the discourse was to be a deliberative “open-ended” exercise among the 
participating stakeholder organisations, the ministry imposed some framing conditions 
from the outset. Thus in her kick-off speech minister Künast declared: “The 
consumers must be protected. And that means for us as representatives of the State 
(‘die staatliche Seite’) that we must guarantee their freedom to choose between GM 
and non-GM foods.” (Künast, 2001) The protagonists for GM foods were thereby put 
under the argumentative burden to demonstrate that their products would not impede 
conventional and organic farming. The minister also declared that suggested solutions 
had to conform to international regulations and be viable under the conditions of a 
globalised agricultural world market.     

The committee agreed on the following subjects: biodiversity; innovative 
potential of green genetic engineering; risks and benefits for consumers and 
producers; consequences of an abandonment of green genetic engineering; 
information and participation of the public and freedom of choice for consumers.  

The results were published in a final report written by the Steering committee; 
the ministry published a booklet ‘Diskurs Grüne Gentechnik’, in which the results are 
resumed as seen by the ministry. The booklet mainly gives the pros and cons debated 
during the participation process and the different expectations with regard to future 
development held by different stakeholders. It is more a piece of background 
information regarding biotechnology than a document with conclusions for policy 
making. This matches the results of the discourse which (no surprise) did not come up 
with a consensus for political action to be taken but only stated the different points of 
view of the stakeholders.  
 
Impact:  
The fact that all relevant stakeholder groups were willing to participate in the 
discourse indicates that it was regarded as an appropriate means of addressing public 
concerns or a relevant public platform for articulation of their point of view. One of 
the most important consumer organisations produced an extensive documentation of 
the discourse on its biotechnology webpage (Bundesverband Verbraucherinitiative 
e.V., www.transgen.de). It is stated there that the discourse produced an instructive 
resource for information about green genetic engineering but also: “The effects of the 
discourse have been modest”. The official website on the discourse also declares: “In 
the end the discourse had little effect. The various views continue to stand opposed to 
each other. A number of questions that were discussed at the time have meanwhile 
been settled politically, but this has hardly calmed down the controversies.”lxxxvii Thus 
it would seem that, after all, the discourse has given the German Government in 
general, and BMVEL in particular, sufficient scope for action to “settle” some key 
questions “politically” despite persistent polarisation. In 2002 the re-elected Red-
Green coalition government took coexistence and consumer choice as leading policy 
goals for the area of biotechnology and food, purportedly drawn from the 
recommendations of the Diskurs Grüne Gentechnik (but interpreted in a way that went 
against the views of the pro-GM participants).   

                                                 
lxxxvii Diskurs Grüne Gentechnik: Wissen, Informationen, Meinungen (www.transgen.de/features/).  
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It has also been suggested that the discourse had a built-in design to cement 
rather than to mitigate the controversy as a fundamental divide between two sides due 
to the requirement of the pro/contra proportionality in the selection of experts. 
(Hansen, 2005; p.283 and p.285) This arrangement offered organisations with more 
outspoken views greater leverage on the kind of expertise that would be presented. 
Any substantive debate between different experts was frustrated. Experts were used as 
strategic resources by the participating organisations. One effect of the discourse is 
apparently that cooperation and coordination within each side of the GM controversy 
has been strengthened. Thus environmental, consumer and organic farming 
organisations have agreed to work more closely together, as have GM promoters and 
more neutral organisations in food processing and retailing. But there has been no 
successful mediation ‘across’ the GM divide.   
   
THE NETHERLANDS 
 
Public debate ‘Genes on the Menu’  
In 2000-2001 the Dutch government organised a broad public debate on ‘Eten en 
genen’ (‘Genes on the Menu’) in parallel with a series of focus group 
discussions.lxxxviii This initiative was an answer to the then existing stalemate in EU 
and Dutch policy on agricultural biotechnology. There was no majority in the Lower 
House of Parliament to support the EU moratorium initiated by five other EU member 
states, but all political parties except the orthodox liberals consented to the 
organization of a public debate geared to resolving uncertainties and thereby instilling 
trust and confidence in specific biotech applications among the Dutch population.  
  
Framing:  
For the government, “[t]he central question to be discussed in the debate should be 
whether and under what conditions applications of biotechnology in food production 
would be acceptable.” (Hagendijk and Egmond, 2004; p.11) 
 The government also announced (in September 2000) that it would use the 
outcomes of the debate to evaluate, and if Necessary revise, its own biotechnology 
policy (Integrale Nota Biotechnologie, 2000).   
 Most commentators hold the public debate on ‘Genes on the Menu’ to be a 
failure. At a certain stage critical NGOs like Greenpeace walked away from the debate 
in protest against the restrictive framing of the central question, the use of educational 
video material that was too suggestive in their eyes and the design of the focus group 
discussions, which would have to occur behind closed doors and thus be inaccessible 
to the press. In a move to counter what they saw as pro-GMO bias, a coalition of these 
NGOs staged their own debate. The conflict was perhaps unavoidable as the 
independent Steering Group in charge of the organisation of the debate wanted to 
engage with ordinary citizens and did everything to prevent the debate from being 
captured by radical NGOs.  
 
Impact:  
There was not much media interest in the substantive results of the public debate, 
apart from the conflicts and scandals. “The debate about genetically modified food in 

                                                 
lxxxviii An English version of the final report is: Genes on the Menu: A public debate on biotechnology 
and food, January 2002; available on www.netherlands-embassy.org/files/pdf/biotechdebate.pdf. 
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The Netherlands in 2001 was as much a debate about the debate as it was a debate 
about genetically modified food products and their (non)acceptability.”(Hagendijk and 
Egmond, 2004; p.11)  
 Also the status of the debate results was unclear: the results had no formal 
status and were not used in the political debate. 
 The conclusions and recommendations formulated by the Steering Group 
(Temporary Committee on Biotechnology and Food) were generally uncontroversial 
and in line with recently initiated policies, e.g. about guaranteeing consumer freedom 
to choose.  
 
BELGIUM/FLANDERS 
 
Public forum: new impulses for the debate on genetically modified food 
In 2003 the Flemish Institute for Science and Technology Assessment  (viWTA: 
Vlaams Instituut voor Wetenschappelijk en Technologisch Aspectenonderzoek), 
founded in July 2000, organised a public forum on genetically modified food 
according to the Danish model of a consensus conference.lxxxix It involved a citizen 
panel of 16 persons, selected from a group of 24 who had given a positive response to 
an invitation letter that had been sent to a random sample of 2000 Flemish citizens. 
The panellists had to prepare questions to be debated with a group of experts 
(reference persons) on various themes selected from a larger list (13 experts were 
chosen by the panel). The procedure consisted of two preparatory weekends in March 
and April 2003 and one weekend in May 2003 in which discussions with the selected 
experts took place. On May 26, 2003, the final report of the public panel was 
submitted to the president of the Flemish parliament.   
The conclusions and recommendations of the public panel were as follows: 

• Evaluation of the environmental hazards is extremely important. Each case has 
to be thoroughly investigated. 

• Biotechnology must make a responsible choice, respecting biodiversity, the 
biotope of the crop and the ecosystem. These elements must be taken into 
account during risk analysis. 

• Once genetically modified food is brought to market, environmental risk still 
needs to be monitored. The present post-marketing plan does not provide for 
adequate control. The costs for more systematic controls have to be borne by 
the biotech industry. 

• We are in favour of subsidies for integrated pest management if these do not 
exist yet. (p. 31). 

 
Framing:  
The panel members were briefed at an early stage by an expert on the European 
legislation concerning genetically modified food and by an expert on environmental 
risks. The panel itself decided on the questions which fell under 6 main themes: 
legislation, control and consultation; information; ethics; global and economic issues; 
environmental consequences; medical consequences. Some of the ‘ethical’ questions 
appeared to be informed by a certain distrust vis-à-vis multinational companies and 

                                                 
lxxxix The English version ‘Public Forum: New Impulses for the debate on genetically modified food – 
Final report of the public panel’ is available on www.viwta.be.  
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scientific researchers. The panel also identified the question of species crossing as an 
eminently ethical issue, but refrained from taking a principled stance on this point.  
 
Impact:  
In a resolution the Flemish Parliament has endorsed the recommendations of the 
public panel unanimously. Given the fairly moderate character of the 
recommendations, this may not be too remarkable. The federal authorisation authority 
has invited some lay panel members into its advisory committee. 
 
SWITZERLAND 
 
‘Publiforum’: Genetic technology and nutrition 
In 1999 TA-SWISS organised the so-called PubliForum “Genetic Technology and 
Nutrition”.xc A ‘PubliForum’ is similar to a consensus conference. It involves a citizen 
panel of 25 to 30 persons and 15 to 20 experts. The procedure takes 8 days: 2 
preparatory week-ends and one week-end assigned for the expert’s answers to the 
questions of the citizen panel and for the elaboration of the citizen panel’s report. This 
kind of public participation activity was not ordered by the government, but it was 
initiated and performed by TA-SWISS in arrangement with authorities responsible for 
genetic engineering in agriculture and nutrition, respectively. In the accompanying 
group of the ‘Publiforum’ a broad spectrum of stakeholders was represented, 
including the food and biotech industry and ‘anti-GM’ NGOs.  

The ‘PubliForum’ was held one year after the Gene Protection Referendum of 
1998. The introductory part of the report about the ‘PubliForum’ referred to the 
“feeling of unease” among the general population that had surfaced during the 
referendum: 
“The ‘Genetic Technology and Nutrition’ PubliForum gives us the possibility to face 
up to this unease and continue the discussions started during the campaign that took 
place before the referendum” (p. 6).   
 The main conclusion of the citizen panel was: “Today's level of scientific 
knowledge does not allow us to rule out the existence of specific risks resulting from 
genetically modified organisms. As one can not quantify these risks, we are not in a 
position to make any judgement on their acceptability. As a result of the above-
mentioned arguments, the majority of the panel recommends a moratorium on the 
production and marketing of genetically modified organisms. Clearly defined field 
trials (specifically: by public institutions) should be permitted and supervised in order 
to obtain extended knowledge on any risks” (p. 42). 
 
Framing:  
“Th[e] accompanying group had the task of putting the content of the PubliForum into 
concrete terms and to make sure that the preparation and realisation of the event took 
place in an as balanced as possible way, i.e. that neither the opponents nor the 
advocates of genetic technology got too much weight. The accompanying group was 
also responsible for the preparation of information sheets meant to help the Citizen 
Panel familiarise themselves with the subject.” (p. 6-7). The accompanying group also 
made a ‘pre-selection’ of 79 experts in various areas from which the Citizen Panel 

                                                 
xc The English version “Publiforum ‘Genetic technology and nutrition’” is available on www.ta-
swiss.ch.  
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could choose the ‘reference persons’ to be consulted (17 were chosen). The members 
of the panel also received a prior briefing on the ‘ethical aspects’ of genetic 
technology and nutrition from the president of the ECNH.  
 
Impact:  
It is difficult to show direct impacts of (participatory) technology assessment activities 
to political action. The citizen panel report was an “input” for the authority which 
elaborated the law on genetic engineering (Gene Technology Law, in force since 
January 2004). The draft version of this law was submitted to parliament in January 
2000. It contained several paragraphs that were consistent with the recommendations 
of the citizen panel. Furthermore, the citizen panel’s report was provided to the 
political commissions that prepared the discussion on the Gene Technology Law in 
parliament.  
 
 
11.3 Regulation 
 
Laws and legislation are sometimes designated as ‘congealed ethics’ or ‘congealed 
morality’, but the outstanding fact about the existing regulation with regard to food 
and biotechnology which deserves to be emphasised, is that it allows preciously little 
room for the incorporation of ethical considerations in normal authorisation 
procedures. As Linda Nielsen and Berit Faber (2002) write:  
 

“The foods standards laid down by WHO/FAO in the Codex Alimentarius, like 
the EU directives and regulations concerning the marketing of genetically 
modified products and so forth, contain provisions concerning risk assessment, 
but leave little or no scope for incorporating ethical concerns in the 
authorisation procedure itself.” (Nielsen and Faber, 2002; p.29)   

 
The COGEM subcommittee for ethical and social issues in the Netherlands, for 
instance, has an elaborate ‘integrated framework for the assessment of social and 
ethical issues in modern biotechnology’, but this framework is not used in the 
approval procedures for current applications aimed at commercialisation or release of 
GM crops and products. It is used only in noncommittal explorations of possible 
future developments. Similarly, when a large-scale public debate shows that a 
majority of the national population is against the commercialisation of GM crops, this 
would by no means be a valid reason under EU rules to reject applications. 

Switzerland has a unique position in this connection because it is not an EU 
Member State. In March 2003 the Swiss Parliament approved a fairly strict Gene 
Technology Law for the non-human biotechnology domain.xci In article 23 this law 
defines the responsibilities and the composition of the Swiss Ethics Committee on 
Non-human Gene Technology (ECNH), thus ratifying the existence of this advisory 
body, which had been instituted in April 1998 by a degree of appointment from the 
Federal Council in the run-up to the first Swiss referendum on biotechnology. The 
purpose of the law is not just to protect human health and the environment. Among 

                                                 
xci Bundesgesetz über die Gentechnik im Ausserhumanbereich (Gentechnikgesetz, GTG) vom 21. März 
2003; English version: Federal Law relating to Non-human Gene Technology (Gene Technology Law, 
GTL) of 21 March 2003.  
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the stated aims the law is supposed to foster are such goals as to “ensure respect for 
the dignity of living beings” (“Achtung der Würde der Kreatur gewährleisten”), 
“enable freedom of choice for consumers”, “prevent product fraud” and “promote 
public information” (Art. 1 sub b). Thus Swiss biotechnology legislation seems rather 
exceptional in allowing for the incorporation of ethical considerations in the 
authorisation process for intended applications of genetic modification. Accordingly, 
the Gene Technology Law places the ethics committee ECNH (art. 23) alongside the 
Expert Committee for Biosafety (art. 22) as a relevant enforcement agency, granting 
the former the authority to issue position statements on licence applications or planned 
research of fundamental or exemplary significance (art. 23.3.b). In this respect the 
incorporation of ethics in biotechnology policy is more advanced in Switzerland than 
in the EU Member States.        
  However, one could argue that the new EU regime for labelling, traceability 
and coexistence (see box III.2) can be seen as a regulatory answer to the ethical 
demand for consumer freedom of choice (to which some would add producer freedom 
of choice as well).  There is a big difference with the US system of biotechnology 
regulation, which focuses on the ‘product’ rather than the ‘process’ and assumes that 
the products of biotechnology can be adequately dealt with under current legislation 
and existing agencies responsible for the safety of food, drugs and other products. 
(Jasanoff, 2005b; Laget and Cantley, 2001) As a consequence of this rigid regulatory 
focus American consumers are denied the product information that is needed to make 
a choice between GM and non-GM foods, even though in national surveys an 
overwhelming majority of them speak out in favour of labelling. (Thorpe and 
Robinson, 2004; p.287-298) The new EU rules on labelling, traceability and 
coexistence had also been introduced to pacify the conflict over GM food. During the 
de facto moratorium on new authorisations dating from the autumn of 1998, several 
Member States announced that they would not resume approval procedures until the 
new regime was in place. When this finally happened in 2004, there were hopes that 
the new regulation would bring the enduring GM food controversy at least to a 
temporary closure. Thus an EU-sympathetic American commentator, Sheila Jasanoff, 
wrote the following: 
 

 “By 2004 European resistance to GM foods appeared to be weakening as the 
EU adopted traceability and labeling regulations to allow such foods entry 
into the European market, Germany took official steps in the same direction, 
and U.K. policy on GM crop commercialization followed scientific 
recommendations of safety rather than public expressions of uncertainty. For 
economists, these actions may seem to be predictable convergence in a world 
committed to technological innovation and free trade. It had to be only a 
matter of time before market principles, underwritten by science, would 
overcome softer cultural resistance. And yet the GM foods that Europe seemed 
ready to take into its territorial jurisdiction were not the same GM foods that 
U.S. authorities and producers had originally hoped to distribute in global 
trade. They were now clearly marked as GM, the products of an agricultural 
process that U.S. policy had firmly sought to naturalize and render invisible. 
The trade barrier against GM foods was lifting, but only on the condition that 
U.S. manufacturers accepted Europe’s framing of GM as a process that has 
social and legal meaning. Economic victory was premised, in other words, on 
ontological capitulation.” (Jasanoff, 2005a; p.144-145) 
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Box III.2: EU legislation relevant to GM food 
 
EU legislation on GMOs has been in place since the early 1990s. This legislation has two 
main objectives: 
- to protect human health and the environment and  
- to ensure the free movement of safe genetically modified products in the European 

Union. 
The entire corpus of GMO legislation has been amended over the years. Its main legal 
instruments currently are as follows:xcii 
 
Contained use 
The contained use of genetically modified micro-organisms, e.g. laboratory research (in a 
confined environment), is regulated by Directive 90/219/EC (as amended by Directive 
98/81/EC) on the contained use of genetically modified micro-organisms; 
 
Deliberate release 
The experimental release of GMOs into the environment, in other words the introduction of 
GMOs into the environment for experimental purposes (e.g. for field testing), is governed by 
Directive 2001/18/EC on the deliberate release into the environment of genetically modified 
organisms (mainly Part B thereof); 
 
The placing on the market of GMOs (products containing or consisting of GMOs), e.g. for 
cultivation, import or processing into industrial products, is subject to Directive 2001/18/EC 
on the deliberate release into the environment of genetically modified organisms (mainly Part 
C thereof); 
 
The placing on the market of GMOs intended for food or feed and of food or feed products 
containing, consisting of or produced from GMOs is governed by Regulation (EC) 1829/2003 
on genetically modified food and feed. Where a food product contains or consists of GMOs, 
the applicant has a choice: either the application as a whole is subject solely to Regulation 
(EC) 1829/2003, or the application - or part of it - is subject both to Directive 2001/18/EC 
and to Regulation (EC) 1829/2003. 
 
Unintentional movements of GMOs between Member States and exports of GMOs to third 
countries are governed by Regulation (EC) No 1946/2003 on transboundary movements of 
genetically modified organisms. 
 
Labelling and traceability 
GMOs and food products derived from GMOs placed on the market must also comply with 
labelling and traceability requirements. These requirements are found in Regulation (EC) 
1829/2003 and in Regulation (EC) 1830/2003 concerning the traceability and labelling of 
genetically modified organisms and the traceability of food and feed products produced from 
genetically modified organisms and amending Directive 2001/18/EC.  
 
Co-existence 
In order to help prevent contamination of conventional crops by transgenic crops, the 
European Commission has drawn up guidelines on the co-existence of genetically modified, 
conventional and organic crops. However, it is up to the Member States to develop and 
implement management measures concerning co-existence, in accordance with the 
subsidiarity principle (Commission Recommendation 2003/556/EC). 

                                                 
xcii http://europa.eu.int/comm/food/food/biotechnology/index_en.htm 
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It remains to be seen whether the new regime on labelling, traceability and coexistence 
will really pacify the underlying conflict. Signs are that this bland assessment is overly 
optimistic. The European Commission holds the view that genetically modified crops 
can in principle ‘coexist’ with conventional and organic farming, provided that 
suitable prevention and management schemes are worked out at the local level. Key to 
any practical “coexistence” system, however, is the setting of a tolerance threshold. 
Experts seem to agree that zero tolerance is impossible. For practical and 
proportionality reasons, the EU ultimately settled on a threshold of 0.9% of an 
‘adventitious’ (unintended) presence of GM or GM-derived material for consumer 
products to be labelled ‘GM-free’. However, organic farming groups like the Soil 
Association in the UK argue that consumers of organic foods have a legitimate 
expectation of purity and that the threshold should rather be set at the limit of 
technical detection, which may be at 0.1%. If the threshold for GM ‘contamination’ 
were set at the latter, much lower level, that would make it so much more difficult, 
perhaps even impossible, for GM crops to “coexist” with conventional and organic 
farming.xciii The European Association for Bioindustries (EuropaBio) asserts that 
coexistence of GM crops with non-GM crops is possible in the EU but insists that the 
agreed 0.9% labelling threshold should be taken as the standard: “EuropaBio 
considers that growers who have themselves chosen a more stringent labelling 
standard than that established in EU legislation should not expect their neighbours to 
bear the special management costs of meeting that self imposed standard; to do so 
would reverse fundamental freedoms of economic activity and would establish a 
dangerous precedent.” (EuropaBio, 2005) Associations for organic agriculture, on the 
other hand, appeal to the ‘Polluter Pays’ principle to hold GM farmers accountable for 
any contamination that may prevent their organic neighbours from meeting the high 
purity standards set for organic production. (IFOAM EU Group, 2003) A key 
component for any workable ‘coexistence’ system is therefore the precise legal 
articulation of the liabilities of GM farmers vis-à-vis conventional and organic 
farmers. Invoking the subsidiarity principle and the enormous diversity of farming 
conditions in various parts of the EU, the European Commission decided to “leave it 
up to the Member States to develop and implement measures for co-existence.”xciv   

However, while Member States have generally been slow to enact coexistence 
regulations, at least one EU country has exploited this discretionary room for 
manoeuvre in a way that does not please the Commission. Thus in Germany, the 
(former) Red-Green coalition government has acted pro-actively in implementing the 

                                                 
xciii For an illuminating background report, see AEBC, 2003. On December 21, 2005, the European 
Commission adopted a draft regulation on organic food production in which the 0.9% tolerance 
threshold for GM contamination was endorsed (press release 21/12/2005: Organic Food: new 
Regulation will improve clarity for consumers and farmers, available on http://europa.eu.int/ ). This 
draft regulation was immediately criticised by environmental NGOs for “allowing genetic 
contamination of organic farming”. See Friends of the Earth, ‘European Commission allows genetic 
contamination of organic farming’, December 22, 2005 
(www.foeeurope.org/press/2005/HH_22_Dec_contamination.htm). Remarkably, the EU regional group 
of the International Federation of Organic Agriculture Movements (IFOAM) had a more positive 
response, but did not mention the issue of the tolerance threshold in its press release. See IFOAM, 
‘IFOAM EU Group welcomes revision of organic regulation’, December 21, 2005 (available on 
www.ifoam.org).     
xciv Commission of the European Communities, Commission Recommendation of 23 July 2003 on 
guidelines for the development of national strategies and best practices to ensure the co-existence of 
genetically modified crops with conventional and organic farming, OJ L 198, 29-7-2003. 
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new European directives on deliberate release, labelling and traceability into a new 
version of the Gentechnikgesetz or Gene Technology Law.xcv According to 
Greenpeace, the new German law goes “a long way to exhausting the European 
framework directive” (our emphasis).xcvi According to less sympathetic 
commentators, it goes way beyond that framework. (Stafford, 2004 and Herdegen, 
2005) 
 
In article 1 of the revised German Gentechnikgesetz it is stated that “the purpose of 
this Act is … to safeguard the possibility of producing and placing on the markets 
products, notably foods and feedstuffs, produced according to conventional standards, 
organic standards or using genetically modified organisms (GMOs)” (art. 1 paragraph 
2), or in other words to safeguard the possibility of coexistence.  However, the dice 
seem to have been loaded against GMOs as the primary purpose of the Act is 
described as protecting human life and health, the environment and material assets 
“against adverse effects of the techniques and products of genetic engineering, and to 
make precautions against the occurrence of such hazards”, while “giving due regard to 
ethical values” (art. 1 paragraph 1). This statutory framing of the issue of coexistence 
as being largely coterminous with protection against the adverse effects of GMOs is at 
odds with the European Commission’s view which distinguishes sharply between 
coexistence and environmental and health aspects.xcvii As the then EU Commissioner 
for Agriculture, Franz Fischler, declared in July 2003: “There is, therefore, no 
justification for using this issue [i.e. coexistence] as a pretext for seeking to place new 
barriers in the path of GMO authorisation.”xcviii    

The German Gene Technology Law introduces a stiff liability regime for GM 
farmers. While the EU regulatory framework had fixed the tolerance threshold for GM 
‘contamination’ at the level of 0.9%, the German Act remains deliberately vague on 
this point. Article 36a states that the transmission of properties of a GM organism 
constitutes an “adverse effect” (wesentliche Beeinträchtigung) if the affected non-GM 
farmer suffers economic losses due to the fact that his products can no longer be 
placed on the market “with a label that would otherwise have been possible according 
to the statutory provisions applicable to the type of production in question” (§ 36a 
[1,3]). “In Germany, so-called ‘bio’ products must contain less than 0.1% in order to 
obtain the bio stamp”. (Stafford, 2004) That would make GM farmers liable for 
contamination that are considerably below the agreed EU threshold. What is more, the 
new Gentechnikgesetz establishes joint and several liability of each of the 
neighbouring GM farmers for the possible damages to conventional and organic 
farmers: “If, under the actual circumstances of the individual case, several neighbours 
come into question as generators [Verursacher] and it cannot be determined which of 
them has generated the adverse effect through his or her actions, then each of these is 

                                                 
xcv Gesetz zur Neuordnung des Gentechnikrechts, vom 21. Dezember 2004, Bundesgesetzblatt 
Jahrgang 2005 Teil I Nr. 8, ausgegeben zu Bonn am 3. Februar 2005. 
xcvi Greenpeace, Germany decides on new GE law, November 2004 (online www.keine-
gentechnik.de/bibliothek/gentgesetz/infomaterial/gp_ueberblick_regelungen_gentg_ebgl_041101.pdf).  
xcvii “Since only authorised GMOs can be cultivated in the EU, and the environmental and health aspects 
are already covered by Directive 2001/18/EC, the pending issues still to be addressed in the context of 
co-existence concern the economic aspects associated with the admixture of GM and non-GM crops” 
(Commission Recommendation of 23 July 2003).    
xcviii Franz Fischler, “Coexistence” press conference 23.7.2003. 
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responsible for this adverse effect” (§ 36a [4]).xcix  While GM farmers are obliged 
according to § 16b to take precautionary actions in compliance with so-called ‘good 
farming practice’ (gute fachliche Praxis) in order to minimise the risk of inadvertent 
admixture, such precaution will not give them any immunity against liability suits. 
According to some critics, the liability to which prospective GM farmers will be 
exposed, being incalculable and unpredictable and therefore effectively uninsurable, is 
“clearly disproportionate”.c The whole liability regime is destined to have a “chilling 
effect” on the cultivation of genetically modified crops in Germany. 
 
Another notable component of the German Gene Technology Act is a provision which 
mandates establishing and maintaining a publicly accessible site register 
(Standortregister) on deliberate releases of GM crops (article 16b). Farmers who want 
to undertake cultivation of GM crops have to notify the federal authorities at least 
three months in advance about their plans and to submit detailed information about 
the properties of the crop and the particular plot of land and the size of the area to be 
cultivated. According to article 34, GM farming may also be subjected to further 
restrictions in order to safeguard nature conservation goals in Vogelschutzgebiete or 
sites of Community importance (SCI) and in Special Protection Areas (SPA).  

In several respects the new Gentechnikgesetz goes far beyond the EU rules and 
guidelines and seems geared to be as restrictive as possible with regard to GM 
agriculture. In that sense, it would impede rather than facilitate ‘coexistence’. 
Opponents have dubbed the new law the ‘Gentechnikverhinderungsgesetz’ or ‘Gene 
Technology Prevention Law’.ci The minister-president of the state of Baden-
Württemberg, Erwin Teufel, holds that the law impedes innovation and growth. In 
March 2005 he declared: “In our opinion, the genetech law does not support the 
coexistence of traditional and GM cultivation, which is an EU requirement.”cii There 
have also been warnings from the European Commission that the German law might 
contravene European rules.ciii  

The new CDU/CSU-SPD coalition government under Angela Merkel that was 
installed in Berlin at the end of 2005 may usher in a change of course in agricultural 
policy. Horst Seedorfer, the new CSU minister for Nutrition, Agriculture and 
Consumer Protection already announced in one of his first interviews with the press 
that he intends to promote biotechnology and to terminate the alleged preferential 
treatment of organic agriculture.civ His views met with strong opposition from 
coalition partner SPD and from organic agriculture associations, which denied that 
there had been any preferential treatment in the past. Despite the professed intentions 
of the new minister of agriculture, it may thus be politically difficult to revise the 
current Gene Technology Law and to create the legal preconditions for a viable 
coexistence of GM agriculture with conventional and organic farming in Germany. 

                                                 
xcix See also Leskien, 2004. 
c Herdegen, Coexistence, , op. Cit., p. 96. 
ci ‘Rot-grün hat das letzte Wort – Gentechnikgesetz endlich angenommen’, 26.11.2004 
(www.biosicherheit.de).  
cii ‘Baden-Württemberg underlines its opposition to the German Genetech Law’ (online www.bio-
pro.de).  
ciii ‘Brüssel verlangt Ueberarbeitung – EU-Kommission zum deutschen Gentechnik-Gesetz’, 30.07.2004 
(www.biosicherheit.de).   
civ ‘Abkehr von den Oekobauern’, FAZ, 16.12.2005; E.K. Roloff, ‘’Entschlossen gegen die 
Agrarwende’, Reinische Merkur, 22.12.2005. 
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Meanwhile at the EU level official policy with regard to agricultural biotechnology 
seems to take a wait-and-see stance. Initially, the new European Commissioner for 
Agriculture, Mariann Fischer Boel (Franz Fischler’s successor), held that in stead of 
the current non-binding guidelines some EU-wide legal framework might be needed to 
regulate coexistence of GM and non-GM agriculture within Member States in a more 
uniform manner. (Smith, 2005 and Stafford, 2005) In January 2005, when she was 
interviewed by a German newspaper, she offered what political commentators 
interpreted as a veiled criticism of the German Gene Technology Law: “Regulations 
must not be so hard that the producers of GM crops have no chance to come to 
market.”cv Interestingly, though, the need for more uniform EU regulations on 
coexistence is also emphasised by anti-GM organisations like Friends of the Earth. 
They fear that differing standards across Europe will eventually lead to a situation 
where nothing will be GM-free, as the lowest standard might determine the actual 
level of cross-contamination.cvi In view of the continuing division of EU countries on 
agricultural biotechnology, however, prospects for an effective EU-wide regulation of 
coexistence seem rather dim. 
 
A strong centrifugal force on European coexistence policy is exerted by a vigorous 
regional movement seeking to create ‘GMO-free’ regions and provinces in various EU 
Member States. In February 2005, the representatives of some 20 regions assembled in 
Florence and signed a Charter on coexistence.cvii  It is claimed that there are already 
165 regions and provinces in the EU and 4500 local governments and smaller zones 
that declare themselves GMO-free zones or publicly wish to restrict GM crops.cviii 
Many regional and local authorities throughout Europe demand their democratic right 
to decide whether GM crops can be cultivated in their area. However, such regional 
autonomy would go against the grain of EU coexistence policy. In its recommendation 
on guidelines for coexistence the European Commission had stated that priority 
should be given to farm-specific management measures and to measures aimed at 
coordination between neighbouring farms: “Measures of a regional dimension could 
be considered. Such measures should apply only to specific crops whose cultivation 
would be incompatible with ensuring co-existence, and their geographical scale 
should be as limited as possible. Region-wide measures should only be considered if 
sufficient levels of purity cannot be achieved by other means. They will need to be 
justified for each crop and product type (e.g. seed versus crop production) 
separately.”cix Already before promulgating its recommendation, the spatial limits that 
the Commission wanted to impose on coexistence arrangements were put to the test 
by the decision of the regional government of Upper Austria, taken in January 2003, to 
declare the entire region to be GMO-free for a period of three years. The regional 
government justified this measure by pointing out that the issue of coexistence was 
still unresolved. After taking advice from the European Food Safety Authority 

                                                 
cv Quoted in Stafford, op. Cit. 
cvi GENET-news, ‘Fischer Boel backtracks over EU-wide GM crop legislation’, 30 June 2005 
(www.gene.ch).  
cvii Charter of the regions and local authorities of Europe on the subject of coexistence of genetically 
modified crops with traditional and organic farming, Florence, 4 February 2005 (www.gmofree-
conference.org/pics/Charter_of_Regions_Feb_05.pdf).  
cviii www.gmofree-europe.org.  
cix European Commission, Commission Recommendation of 23 July 2003, p. 9.  
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(EFSA), the Commission concluded that the regional ban on GMOs in Upper Austria 
did not meet the requirements for legitimate derogations to EU harmonisation 
legislation.cx This judgement was confirmed by the European Court of Justice, which 
on October 5, 2005 ruled against Upper Austria’s decision to ban GMOs.cxi A 
spokesperson from Friends of the Earth, however, showed no readiness to defer to 
judicial verdicts: “The movement against genetically modified crops will not be 
stopped by one legal ruling. Thousands of local governments and regions across 
Europe are voting to ban these unwanted and risky crops. It is time that European law 
reflected the wishes of the majority and stopped these crops until their safety can be 
assured.”cxii The outcome of the November 2005 referendum in Switzerland, in which 
a majority voted in favour of a five-year moratorium on GM crops, further reinforces 
the determination of the opponents of agricultural biotechnology to continue their 
campaigns for the creation of GMO-free zones.cxiii Meanwhile, the European Union is 
under pressure from the United States and other countries to resume its normal 
approval procedures and open up its borders for the import of GM seeds and foods. A 
pending decision on this issue before a WTO panel is expected to lead to a 
condemnation of EU policy.cxiv   

EU policy on agricultural biotechnology at present thus seems in serious 
disarray. It looks as if the EU is unable to get its act together. The European 
Commission fails to show the leadership and guidance that is needed to overcome 
various centrifugal tendencies, reproducing within itself many of the divisions that 
exist within and among Member States. This apparent lack of direction may ultimately 
be rooted in some inherent weaknesses of the very ideas of labelling, traceability and 
coexistence. At first sight a system that is meant to guarantee freedom of choice for 
both consumers and producers may seem a fairly reasonable, even ethically defensible 
compromise given the existence of severe polarisation. Yet the whole concept proves 
insufficiently robust to prevent the increase in entropy resulting from the push and pull 
of a plurality of actors. As long as essential components like tolerance thresholds and 
mutual responsibilities are not exactly defined, the meaning of ‘coexistence’ itself 
remains highly contested. Even the question whether or not a pragmatic threshold 
should be set already turns out to be an ethically divisive issue. Thus the Scientific 
Council on Government Policy (WRR) in the Netherlands holds that a principle-based 
or deontological ethics insisting on purity has only a limited role to play in 
compulsory labelling. (Wetenschappelijke Raad voor het Regeringsbeleid, 2003; 
p.227) By the same token, however, the Swiss Ethics Committee on Non-human Gene 
Technology (ECNH) defends the view that any labelling system of GM products that 
allows pragmatic tolerance thresholds (like the EU 0.9% limit) is “not compatible with 
the criterion of prevention of fraud”, which is said to be of the utmost importance in 
food law. (ECNH, 2003; p.7) Moreover, the EU regulations on traceability have also 
been criticised from the angle of global justice. Not only the American government, 
but also the Nuffield Council on Bioethics has decried those regulations for not taking 

                                                 
cx European Commission, ‘Commission rejects request to establish a temporary ban on the use of GMOs 
in Upper Austria’, Press Release IP/03/1194, September 2, 2003. 
cxi European Court of Justice Judgement, Land Oberösterreich, Republic of Austria vs. EU Commission 
(http://curia.eu.int/jurispr/cgi-
bin/gettext.pl?where=&lang=en&num=79948994T19040235&doc=T&ouvert=T&seance=ARRET).  
cxii FOE, press release, October 5, 2005. 
cxiii ‘Austria to launch EU-wide GM debate after Swiss referendum’, EU Observer, 29 November 2005. 
cxiv FOE, GMO trade war: has Europe lost?, 14 December 2005 (www.foeeurope.org).   
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into account “the negative effect that these policy instruments are likely to have on 
those working in the agricultural sector in developing countries” and for their 
tendency “to discriminate strongly against poor small-scale farmers”. (Nuffield 
Council on Bioethics, 2003; p.81-82) The Food Ethics Council, by contrast, sees in 
this circumstance only a further reason for a general moratorium on GM crops. (Food 
Ethics Council, 2003; p.13) The underlying ambiguities and uncertainties give various 
parties the opportunity to pay lip service to the idea of ‘coexistence’ while using it 
strategically for their own purposes: either to provide GM crops with a foothold from 
which they may gradually expand or to prevent them from gaining such a foothold in 
the first place.cxv No party seems truly committed to the virtue of coexistence itself. 
The result is that nothing is ever settled. As a response to an existing stalemate, 
coexistence itself becomes a bone of contention. A permanent debate without 
affording the temporary respite of even a provisional closure must be a real nightmare 
to policy-makers.  
 

                                                 
cxv Some agro-ecologists have even cast doubt on the very possibility of coexistence at all, as the 
progress of genetic contamination is allegedly unavoidable and GM agriculture can only flourish at the 
expense of all other forms of production. See Altieri, 2005; p.361-37. 
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Chapter 12 

Does institutionalisation matter? 
 
 
 
In the countries studied a diversity of institutionalisation has been observed. Not only 
are there differences in the relative emphasis put on the instruments of ethics 
committees, organised public debate and regulation, also the way the individual 
instruments are institutionalised differs. In this chapter we reflect on these variations 
in order to identify whether these differences matter. 
 
 
12.1. Ethics Committees 
 
One obvious difference between the countries studied is that only some countries have 
ethics committees that deal with ethical issues in non-human (non-medical) 
biotechnology. Switzerland has a national ethics committee, enacted by law, which 
explicitly and exclusively deals with non-human biotechnology including GM food. In 
the UK both the Nuffield Council and the Food Ethics Council have addressed GM 
food (the latter evidently focuses exclusively on food ethics), but these two 
committees have no official legal status. In Germany and Belgium the national ethics 
committees have not addressed GM food, whereas in the Netherlands there is no 
‘overall’ national ethics committee that has dealt with GM foodcxvi. By its nature, an 
ethics committee that addresses GM food is instrumental to framing public concerns 
as ethical concerns, since it provides citizens and stakeholders the analysis and 
vocabulary to do so. In this light it is also interesting to note that in Germany, where 
the national ethics committee did not discuss GM food, the public debate about GM 
food was largely framed as a risk issue.  
 
Furthermore, it is fair to say that the existence of a national ethics committee that 
debates GM food, especially when it has an official status, enhances the (political) 
status of GM food ethics issues. This is true for any form of institutionalisation; the 
mere fact that ethical issues officially have a place in the deliberations and, at least 
formally, have to be addressed on the policy level, gives the ethical issues weight. One 
should however also keep in mind that institutionalisation itself is likely to be the 
consequence of pre-existing public concerns that ethical issues do not get the attention 
and weight they deserve. 
 

                                                 
cxvi As seen in part II, the CAB in the Netherlands was enacted by law, but it deals explicitly and 
exclusively with the genetic modification of animals; it does not address GM food as such.  
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Institutionalisation and participation 
Ethics committees can in principle address either policy-makers (policy function) or 
the public at large (public function). When they address policy-makers, ethics 
committees normally serve as expert advisers to policy makers and politicians. They 
give advice on `technical-legal` matters and sometimes formulate pragmatic solutions 
for public policy. With regard to their function vis-à-vis the public, they can be given 
the remit to timely identify ethical issues related to technological developments and 
stimulate public awareness and deliberations on such issues. The policy role and remit 
of the committees reviewed differed substantially. Whereas the UK committees do not 
have an official status in the policy making and regulation process, the Swiss 
committee not only is asked to provide input on new policies and regulation, it also 
can make recommendations on licences for field trials.cxvii The German and Belgium 
committees provide input to policy circles.   

All committees reviewed seem to have only a modest role vis-à-vis the 
public.cxviii Among the ethics committees in our INES study, only the UK committees 
seem to routinely interact with the public; either to solicit opinion or to involve them 
in agenda setting. Even so, in answering our questionnaire Brian Wynne indicates that 
the visibility of these committees is confined to specialists. The German committee 
has begun with a public consultation procedure in 2004 whereas in Belgium this has 
not happened yet.cxix The Swiss ECNH committee most clearly takes the ‘expert’ 
approach. It seems to approach various public concerns with a definite conception of 
what makes a particular concern a properly ethical issue. Thus, in answer to question 5 
of our questionnaire it was stated that “[t]he ECNH is taking public opinion into 
account as far as ethically relevant aspects are expressed.” But presumably it is the 
ECNH itself that decides, following its own lights, what is to be considered “ethically 
relevant”. The expert approach is also reflected in the way committee members are 
chosen. For all the committees reviewed, members are selected on the basis of their 
professional expertise.cxx 
 In the comparative study on the functioning of national ethics committees that 
has been discussed in part II, chapter 10, the following question was raised: 
 

                                                 
cxvii Interestingly, in a statement by the ECNH on an application for a particular field trial using GM 
maize, the Swiss ethics committee criticized the application for not providing the information that is 
needed for meaningful participation of the public: “The ECNH believes that in the period immediately 
preceding the application being made, the information needs of the affected population were 
insufficiently taken into account. No concept of public participation can be seen from the applicant’s 
documentation. […] Their inaccessible documentation and precautions indicate that the applicant and 
the authorities are risking loss of the public’s trust in the fairness of the decision-making process.” 
(Statement of the Federal Ethics Committee on Non-human Gene technology  [ECNH] on the 
application by the company Plüss-Staufer for a field trial using T25 maize in Oftringen, 17 March 1999; 
available on www.ekah.ch). Thus an ethics committee, even if it is expert-based like the ECNH, can in 
its recommendations also advance the cause of public involvement.   
cxviii Perhaps the only national ethics committee that does have a clear, prominent public role is the 
Danish Council of Ethics, which also has a prominent political role. Denmark was however not included 
in this study.  
cxix In the years 2004 to 2008 the German committee has organised some public cmeeting to disucss its 
activities. Following the change of the political signature of the German government, the German 
committee has however been remodelled nad a new council has been enacted in 2008. It is as yet 
unclear what stance these new committee will take with regaqd to public participation. 
cxx Informally, the German committee does make sure that important stakeholder groups (church, 
employers, worker unions) are present. All members serve on a personal capacity though. 
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“Should committees function on the basis of (their own) vision or on the basis of 
representing/expressing society’s voice?” (Paula and de Cock Buning, 2004; p.27-
56) 

 
It was already pointed out there that the two roles may actually be competing and that 
it will probably be Necessary to make a conscious choice for one or the other. In any 
case, if ethics committees chose to represent or express “society’s voice”, they would 
certainly have to put much more effort into consulting not just professional 
stakeholders (as they often do now already) but also into engaging with the wider 
public of ordinary citizens (which they do not at present). Only by entering into 
serious dialogue with the general population would the recommendations of ethics 
committees have any chance of embodying a ‘socially robust’ ethics.   

From a certain point of view it may seem rather obvious that ethics committees tend 
to combine two roles that are hardly compatible, but due to the widespread 
identification of public concerns and ethical issues this has not always been clearly 
seen. In one rare example of a political science analysis concerning the role of 
‘bioethics’ in the governance of genetic technologies, Brian Salter and Mavis Jones 
note that ethics committees raise a double claim: 
 

“In contrast to science-based advice, whose claim to legitimacy is based on expert 
knowledge, bioethics presents itself as both expert (on moral concerns) and as the 
champion of the needs of civil society. By linking its claim to legitimacy to a quasi-
representative function in this way, bioethics might be able to resolve, or at least to 
ameliorate the effects of, regulatory conflict in the EU policy community and its 
immediate environs.” (Salter and Jones, 2002; p.813) 

 
When policy-makers instituted expert ethics committees, they probably presumed that 
those committees, by addressing in a disciplined way the ethical concerns raised by 
genetic technologies, thereby ipso facto would address the concerns of the public. In 
other words, the implicit assumption made is that ethics committees would serve both 
a substantive and democratic function.  The ‘democratic’ function was also discussed 
at the INES WP5 workshop, where it was taken even a step further. A participant, 
referring to a recent article of the Norwegian ethicist Bjorn Myskja, argued that the 
role of an ethics committee should also be to analyse and explore the strength of 
arguments that are frequently voiced in public debate but that are viewed as flawed in 
expert circles.cxxi (Intrinsic) life ethics arguments, and especially the ‘respect for 
nature’ argument, were mentioned in this context. However, the presumption that 
ethics committees will represent (weak voices of) society may turn out to be wrong.      

The INES WP1 report also signalises a “tension between ethical expert bodies 
and more participative approaches”. (Mordini and Ricco, 2005) One of the views on 
the role of the ethical expert that is distinguished by the report, alongside those of the 
‘wise person’, the ‘mediator’ and the ‘expert in rational argumentation’, is that of the 
‘representative of the moral concerns of civil society’, “that is a person who represents 
the civil society, an interpreter who is able to translate public concern into political 
discourse” (p. 25). Interestingly, the report also notes that “the way in which the 
public interprets the notion of ethical expertise always involves the concept of wise 

                                                 
cxxi Myskja, 2006.  
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person” (p. 26), which often does not match official role definitions.cxxii This 
discrepancy is said to be a major reason for the lack of moral authority enjoyed by 
many official ethical bodies.  

Bringing along a wise person that is a representative of moral concerns in 
society by itself is not without problems either. Just as there are many schools of 
thought in ethics, there are many societal views on what a public moral concern is. 
Just like different ethics experts will come to different conclusions on what is ethically 
acceptable, different wise persons will do so too. A recent example of the difficulty 
with representation, especially in the enticing environment of politics, is provided by 
the European Group on Ethics in Science and New Technologies (EGE). This 
committee is institutionalised by the European Commission as an ‘independent, 
pluralist and multidisciplinary body’ to serve as its high-level group of advisors. On 
19 October 2005 the president of the European Commission, José Manuel Barroso, 
appointed the 15 members for the 2005-2009 mandate.cxxiii The reaction to the choice 
of members was quite mixed. The biggest political group in the European Parliament, 
the European People Party and European Democrats  (EPP-ED; the alliance of 
Christian Democrats and Conservatives), welcomed the new composition of the group 
as being more balanced than the previous one.cxxiv They pointed out that in the 
previous composition of EGE only one member opposed the patenting of human 
embryonic stem cells, whereas “the EU’s population surely diverges when it comes to 
the question of embryonic stem cell research”. The magazine The Scientist however 
pointed out that five of the nine new members (6 members were re-appointed) were 
practising Roman Catholic activists.cxxv In the on-line article on the matter a number 
of scientists are quoted expressing concern that this ‘move towards conservatism’ will 
damage (freedom of) research. One can argue that the new Roman Catholic members, 
amongst which a priest, fit the label of ‘wise person’ nicely, but as a group still are a 
controversial pick since they represent only a particular set of moral concerns in 
society.  

As a possible remedy for the issue of representation the INES WP1 report 
proposes to listen to ordinary people and to use participatory exercises. Although 
highly useful for probing social views, such efforts in itself are however no guarantee 
that committee members afterwards will reflect the views probed. During the 
discussions at the INES WP5 workshop, participants brought forward another 
approach to representation. Instead of aiming for public representation, a 
representation of competencies should be aimed for. This approach of course based it 
rationale on the substantive reason for participation rather than the democratic reason. 
To these suggestions can be added that both diversity and balance in the background 
of ethics committee members seem of paramount importance to their credibility; 
regardless of whether a committee is expert-based or representation-based. Ample, 
                                                 
cxxii The study described in part III did not lead to clear conclusions with regard to the public’s 
expectations: “ It is however unclear what kind of role the public expects, both with regard to the role of 
the committee as such, as with regard to the role of the (ethics) expert.” (Paula and de Cock Buning, 
2004).  
cxxiii Official Journal of the European Communities. 20.05.2005. L 127/17. Decision 2005/383/EC on 
the renewal of the mandate of the European Group on Ethics in Science and New Technologies, and 
press release IP/05/1338 at http://europa.eu.int/comm/european_group_ethics/index_en.htm 
cxxiv ‘European Group on Ethics finally balanced’, EPP-ED press release 24.10.2005; http://www.epp-
ed.org/Press/showpr.asp?PRContentID=7602&PRContentLG=en 
cxxv ‘Concerns over new EU ethics panel’, The Scientist 04.11.2005; http://www.the-
scientist.com/news/20051104/01 
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balanced diversity is needed in order that a committee can present and analyse the full 
range of thought on a particular issue in a balanced way.  
 
It should also be pointed out that the issue of representation in some countries may be 
of lesser concern than in others. The issue can be mitigated by a particular institutional 
infrastructure or political culture. In Switzerland for example, there is the opportunity 
for the public to overrule the recommendations of the ethics committee (if followed by 
government) by calling for a referendum. In a country like Denmark, where co-
determination and openness (discourse ethics) are such central criteria to the operation 
of the ethics committee, and also seem ingrained in the national political culture, 
(minority) representation of public views is more or less guaranteed. By taking 
discourse ethics seriously, a de facto connection to public debate is also established. 
The proof of the pudding is of course in the eating. The caveat that has to be 
mentioned with regard to the ‘Denmark example’ is that a particular framing was still 
imposed by the BIOTIK ethics committee secretariat. At the INES WP5 workshop, 
participants brought forward that even without a culture of discourse ethics, 
representation need not be a problem. It is not a problem when the ethics committee 
clearly does not have an exclusive, privileged position in the policy decision making 
process. This will be the case when many different (scientific, economic, 
environmental, etc.) committees, on an equal footing, advise the government on a 
particular issue. The government will then (have to) make its own final judgement 
when taking a decision, which puts the onus of representative legitimacy back where it 
should be; on the political level at democratically elected bodies. 
 
 
12.2. Organised public debate 
 
Many varieties of organised public debate exist, as for example described in the House 
of Lords Select Committee’s report:  focus groups, standing consultative panels, 
citizens’ juries, consensus conferences, stakeholder dialogues and Internet dialogues 
(House of Lords Select Committee on Science and Technology, 2000). 
Notwithstanding these many varieties, one parameter seems to stand out in defining 
the overall rationale and design of an organised public debate. That parameter is the 
choice between focussing on stakeholder dialogue or on (broad) citizen consultation. 
The German public debate on GM food is an example of the former. Here key 
stakeholders were invited by the government to ‘clarify the facts’, under the guiding 
frame of consumer protection set by government.  This debate did not lead to any 
governmental action, nor did it lead to consensus amongst stakeholders.  The UK, NL, 
B and CH debates were examples of citizen consultation. The positioning of these 
debates differed significantly however. In Switzerland and Flanders (Belgium), the 
debates were organised by parliamentary TA bodies that both opted for a citizen 
panel; thus limiting access to the debate to a representative sample of citizens that 
arrive at recommendations.cxxvi In these two debates there was a link between the 
recommendations made by the citizen panels on the one hand and policy making on 
the other. In Belgium the Flemish parliament endorsed the recommendations 
(although this did not lead to concrete action) and in Switzerland the panel’s report 

                                                 
cxxvi In both cases the methodology of the consensus conference was followed; both did however not 
require consensus to be reached.  
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was input for the new Gene Technology Law and paragraphs of it were consistent with 
the panel’s recommendations. 
 
In the UK and the Netherlands, the debates were open and broad, in the sense that the 
organisers sought massive public response and participation in the debate was open to 
every citizen. The UK and Dutch government and policy makers largely ignored the 
results of their respective debates. This is even more interesting in light of the fact that 
both in the UK and the Netherlands the initiative to hold the debate came from the 
government; albeit only after strongly being pressured to do so (in the UK by its own 
advisory committee the AEBC and in the Netherlands by a vote of parliament). 
Whereas in the UK government policy was clearly at odds with the debate’s 
recommendations, the Dutch recommendations were quite in line with already 
established policy doctrine (‘verantwoord vooruit’; responsibly reaping the benefits). 
A reason why the Dutch report was ignored may well be that the whole exercise was 
tarnished by the general perception that the debate was too pre-framed by government, 
and the specific criticism of NGOs that claimed that the debate had a pro-GMO bias. 
This is in contrast to the UK debate, where the framing of the debate was left mainly 
to the participants (see paragraph 2.2.) The independent Steering Board for the UK 
GM Nation? debate started out assuming that they did not know what the issues were 
for the public. Particular framings had to ‘emerge’ from the so-called foundational 
workshops (i.e. focus groups) that were set up for this purpose. It turned out that the 
public’s concerns did not fit neatly into the boxes set up by professional ethicists and 
policymakers: 
 

“.. people’s overriding frame was question and questioning; but the general 
public did not demarcate issues and facts into categories of ethics, science, 
economics etc, as policymakers and professionals tended to .. People approached 
GM issues through their lived experiences (food, my family’s health and future, 
and the cost to me), not experience of GM as such, or a ‘debate’.”cxxvii 

 
Of course, even the design and interpretation of focus group deliberations is not 
entirely without framing.cxxviii It will therefore come as no surprise that scholars also 
questioned the validity of the findings of the GM nation? debate.cxxix Industry sources 
furthermore claimed that the agenda of the debate was influenced by the extreme 
views (framing) of activists. In terms of likelihood of generating impact on political 
decision making, there therefore seems to be a thin line between – perceived – top-
down governmental influence and bottom-up ‘grass root activists’ influence. Only a 
well-positioned ‘intermediate’ body can walk that thin line.  
 

                                                 
cxxvii Minutes 17 December 2002, § 6 (of the steering board), cited in Hansen, 2005; p. 230. 
cxxviii It would be special pleading and applying double standards to take framing as a very serious 
matter in the regulatory science provided by traditional experts and to pass lightly over this problem in 
the design of participatory exercises and the accompanying social scientific research. See also Bill 
Durodié’s critical comments: “The danger here is well documented. It includes projecting views and 
values through question-framing and/or selectively finding these self-same views and values among the 
responses. Even recording what is left unsaid [ref.] requires prejudicial priorities among interviewers.” 
See Durodié, B., 2003. The framing problem is extensively discussed in Marris et al, 2001 
cxxix For critical comments on the methodology of the debate see for example: Horlick-Jones et al, 2004 
and Rowe et al, 2005.  
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The Swiss referendums on GMOs also deserve special mention here. Even though a 
referendum is normally not classified as such, it can be seen as the de facto ultimate 
form of organised public debate.cxxx Also, in practice it turns out to be a very effective 
way to hold an organised public debate; in terms of impact, participation and 
legitimacy. However, referendums necessarily frame what is often a very complex 
issue as a simple yes/no choice. Furthermore, referendums only reflect public opinion 
at a certain point in time, and with no further information on the public’s underlying 
beliefs, nor on whether they have received sufficient information to make an informed 
choice. The Swiss constitution does provide a particular solution to the framing 
problem of referendums. Proposals for constitutional amendments carrying the 
signatures of at least 100,000 citizens have to be voted on by the general public. 
“Every popular initiative is debated by government and parliament before it is voted 
on by the public. Both bodies express an opinion and have the right to elaborate a 
counter-proposal, but they cannot prevent the initiative from being voted on by the 
public in its original form.”cxxxi One could therefore argue that in Switzerland with its 
political system comprising referendums, the referendum itself is the best participation 
activity and there is no need for further procedures including lay people. This view 
does not consider, however, that a participative activity is not only a way to come to a 
decision but can also be a tool to provide additional information for decision-makers. 
Since a referendum typically has to frame a multifaceted issue as an unequivocal 
yes/no question, additional qualitative information about citizens’ views and values 
may be very welcome. Nevertheless, the ‘PubliForum’ can also be seen as an 
intermezzo between two referendums, those of June 1998 and November 2005, 
respectivelycxxxii. It is also likely that the outcome of the ‘PubliForum’ has been taken 
into account by the organisations that were the driving forces behind the new 
referendum in order to ‘tailor’ the precise proposal on which the Swiss had to vote so 
as to maximise the chances of success. 
 
 
12.3. Regulation 
 
In the absence of referenda, regulation is the ultimate proof of whether the insights 
that have been generated by ethics committees and organised public debate carry 
enough weight to address them politically. In that sense there is also a clear watershed 
between ethics committees and organised public debate on the one hand and 
regulation on the other. Whereas the activities of ethics committees and organised 
                                                 
cxxx Professor Richard Braun, who is pro-biotech and was on the side of the opponents of the ‘Gene 
Protection Initiative’ (GPI) of 1998, wrote in a report for the EFB TASK Group on Public Perceptions 
of Biotechnology: “The launching of a popular initiative [referendum] leads to public debate on a 
controversial subject. In this way the GPI contributed to the public’s knowledge of this complex subject 
and the debate clearly had an educational effect.” (Lessons from the Swiss Biotechnology Referendum, 
August 1998, online www.efbpublic.org/Members/admin/library/Library_Card.2004-03-
30.4958831600) 
cxxxi Ibid. 
cxxxii The vote on the November 2005 referendum was held on 27 November 2005. This referendum has 
been launched by NGOs representing consumers and ecologists together with the farmers' associations. 
It called for a five-year moratorium on import and cultivation of GMcrops and animals. The referendum 
passed, with voter turnout of 42%, by 56% of the votes. As a consequence, provisions in the Swiss GM 
law allowing for GM crop cultivation and import are invalid until November 2010, although labelled 
imports remain permitted 
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public debate normally do not have a direct political impact and can be ignored by 
politicians, an initiative for regulation of ethical concerns puts ethics right at the heart 
of politics. Once decided upon, regulation is a very powerful way to institutionalise 
ethics and address ethical concern. The impacts can be either repressive or enabling. 
For example, in Germany the law has taken a clear ethical position in favour of non-
GMO ('natural') farming, which has had a substantial impact on the direction of 
agriculture in Germany. The EU regulations on the other hand, have more the 
character of a compromise. Here regulation reflects a pragmatic balance between 
various ethical principles. Regulation is supposed to make individual choices possible 
through labelling, but at the same time though a policy of co-existence also actively 
safeguards the existence of such choices in the future. Regulations here are meant to 
enable the co-existence of two ways of farming, eating and more generally two ways 
of life. 
 
 
12.4. Towards socially robust knowledge? 
 
In this study the question was raised whether advice provided by expert ethics should 
also reflect the concerns and views of wide sections of the population. Should special 
measures in the form of more extensive consultation and dialogue be taken in 
conjunction to ensure that it does? Should the work of ethics committees be more 
closely aligned with the outcomes of organised public debates and other participatory 
exercises?  Many would view the ideal of ‘socially robust ethics’ highly desirable. If 
the proper arrangements for the realisation of this ideal were installed, existing doubts 
and objections with regard to the ‘representativeness’ of institutionalised activities, 
especially of present ethics committees and their contested basis of expertise, would 
dissipate. We have already described some of the practical hurdles to achieving this 
ideal. Another issue that came up during the INES WP5 workshop discussions was 
that the underlying assumption of a ‘willingness to form a consensus’ may be alien to 
some political cultures. For example the UK, where the political culture is based on a 
conflict, ‘winner takes all’ model, consensus may not be easily achieved. However, 
proponents of socially robust knowledge would argue that this merely shows the 
inadequacy of current political culture, which in any case has already lost much of its 
power to the informal politics taking place in other powerful institutions; such as 
transnational corporations, NGOs, media and other stakeholders (a process called sub-
politics by German sociologist Ulrich Beck). In `mode 2` thinking, politicians are only 
one of many stakeholders that all have to meet in a common ‘agora’ to discuss 
problems and how to jointly solve them. This ideal may remain illusive, but the GM 
food case shows that the need for it nevertheless is very real indeed.  
 
 
12.5. Institutionalisation and impact 
 
As has been mentioned before, many contextual factors (political culture, food culture, 
governmental support, incidents, etc.) influence the impact of particular forms of 
institutionalisation of ethics. It is therefore hard to tie specific impacts to the sole 
influence of a particular institutionalisation of ethics. Furthermore, international 
agreements, in the field of GM foods especially WTO agreements, limit the room for 
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manoeuvring for institutionalised ethics, and thus its room for impact. German 
minister Künast offered a vivid example of this problem when she declared, at the 
start of the Diskurs Grüne Gentechnik, that suggested solutions had to conform to 
international regulations and be viable under the conditions of a globalised 
agricultural world market. In this section some specific impacts that could readily be 
observed are discussed and it reflects on some general trends that have been observed 
by other scholars. 
 
Institutionalisation leads to utilitarian framing 
In a modern, liberal, technological and pluralist society, as the Dutch philosopher 
Tsjalling Swierstra emphasises, public concerns falling under the rubric of ‘life ethics’ 
(roughly equivalent to virtue ethics plus those parts of deontological ethics that 
proclaim the integrity of nature and living organisms) are privatised and thereby 
marginalised. The only type of ethics that is allowed to play a role in the public sphere 
is what he designates as ‘rule ethics’, which encompasses (rule) utilitarianism and 
those parts of deontological ethics that relate to the universally recognised rights of 
human beings. (Swierstra, 2005 and Swierstra, 2002) ‘Rule ethics’ is based on John 
Stuart Mill’s ‘no harm’ principle, where harm is considered to be an objective 
category. It is the ethics of choice for the ruling groups in society and it requires 
scientific knowledge about consequences and the confidence that one can act 
effectively. Life ethics, by contrast, is the discourse of the weaker parties. When the 
Nuffield Council on Bioethics publishes a report on the ethical aspects of 
biotechnology from a (largely) utilitarian perspective, this commands respect as an 
authoritative contribution to the debate. When the Prince of Wales comments on the 
need to live in harmony with nature and opposes the artificiality of ‘Frankenfoods’, 
such views are dismissed as the idiosyncratic indulgences of a royal eccentric.cxxxiii On 
a similar note as his US colleague Paul Thompson, in the end Swierstra strikes a 
pessimistic note for the INES project: unfortunately but unavoidably, all 
institutionalisations of ethics will marginalise life ethics.  

There is indeed reason to believe that institutionalisation of ethics is prone to 
lead to utilitarianism. In a representative liberal democracy it is mainstream political 
thinking that governments should act in a value-neutral way with regard to ethical 
issuescxxxiv. This naturally leads to an (economic) cost-benefit analysis of issues that 
favours utilitarianism over life ethics. Risk assessment faces the same problem, which 
has been a recurring frustration to many stakeholders. However, it can be questioned 
whether institutionalisation unavoidably leads to utilitarianism. Several examples in 
this study show that life ethics currently can play a role in all discussed forms of 
institutionalised ethics. The Swiss ECNH is an example of committee-institutionalised 
ethics where life ethics does seem to play a significant role.cxxxv As one of their 
guiding principles, the committee used the ‘dignity of creation’ principle, which holds 

                                                 
cxxxiii We are speaking about the lack of academic respectability of Prince Charles’s musings on GM 
food, which in no way detract from their popular appeal. As Sheila Jasanoff writes: “There can be no 
question that on the GM issue, as perhaps on none other, Charles succeeded – even as a ‘very rich and 
unelected man’ – in expressing anxieties shared by a large cross-section of his people. He questioned 
the direction and pace of changes affecting nature and had the standing to pose ethical questions that 
few others could have compellingly placed on the public agenda.” (Jasanoff, 2005a; p. 126-127). 
cxxxiv See WRR, 2003; Hagendijk and Egmond, 2004; ibid.  
cxxxv But one could for example also think of the stem cell debate, where many ethics committees go to 
great length to argue for the sanctity of human embryonic life. 
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that all life forms deserve respect for their own sakecxxxvi. This is a life ethics principle 
‘par excellence’.cxxxvii This and other life ethics principles (prevention of fraud) were 
discussed in the ECNH deliberations on GM food (although the dignity of creation 
principle seems to have played a much bigger role in the ECNH deliberations on 
animal issuescxxxviii). In organised public debate life-ethics arguments also frequently 
surface, as for example in the GM nation? debate. Here, people primarily approached 
GM issues through their lived experiences. Actually, ignoring or marginalising the 
public’s life-ethics arguments seems to be recipe for failure, as the Dutch Eten en 
Genen debate shows. Third, regulation such as labelling does not seem to lead 
automatically to utilitarianism either. It privatises what may be a public issue, but in 
doing so gives room to individual citizens to make choices based on their personal 
life-ethics.  

 (Lack of) Closure 
One concern about public debate and ethical reflection that is sometimes raised in 
business circles is the worry that they may go on indefinitely without reaching any 
firm and unambiguous conclusion. At the INES WP5 workshop a representative from 
industry indicated that biotech companies are not against societal debates as such, but 
that they would like to see them confined to a circumscribed period of time, after 
which the companies would know whether the type of economic activity they want to 
undertake were socially acceptable or not. Organised public debates would nominally 
meet this demand because they are, by their very nature, occurrences with clear 
boundaries in time. However, such organised debates are often seen as mere episodes 
in an on-going, informal societal debate that may not be concluded so easily.cxxxix  

After an organised debate on a particular subject has been held, the biotech 
industry would wish to say: “Now that we all have extensively discussed the issues 
and reached a majority conclusion, let’s close the debate and go back to business as 
usual”. Understandable as this wish may be, however, a debate on fundamental ethical 
issues cannot simply be declared ‘closed’ by the arbitrary fiat of some authority like 
the government. ‘Closure’ can be achieved only if the outcome of a debate proves 
robust. The worry, then, is that under present-day political conditions neither 
parliamentary discussions nor participatory exercises like citizen panels and public 
debates (let alone expert ethics committees) produce outcomes or decisions that are 
sufficiently robust in the sense that they will not be overturned or reversed on the very 

                                                 
cxxxvi In the Netherlands, the Committee on Animal Biotechnology has taken a similar approach vis-à-vis 
animals by putting forward the concepts ‘intrinsic value’ and ‘animal integrity’  
cxxxvii However, as if to complicate matters still further, the Federal Law relating to Non-human Gene 
Technology (or Gene Technology Law) of 21 March 2003 suggests that respect for the dignity of living 
beings is subject to a (utilitarian?) weighing of interests. Article 8 paragraph 2 states: “Whether lack of 
respect has been shown to the dignity of living beings shall be judged on a case-by-case basis, weighing 
up the severity of the impairment of animals and plants against the significance of the legitimate 
interests.” (The paragraph further enumerates legitimate interests such as human and animal health, the 
securing of sufficient food or the increase of knowledge).  
cxxxviii See Ethics Committee on Nonhuman Gene Technology (ECNH) and Swiss Committee on Animal 
Experiments, 2005 (original German version, February 2001). 
cxxxix Thus the Food Ethics Council wrote in one of its reports: “This report is intended to contribute to 
the ongoing debate in the United Kingdom (UK) over GM foods, of which GM crops are a subset. The 
close of the formal ‘GM Nation?’ debate that the UK government staged in June and July 2003 no more 
signalled the end of that wider discussion than its beginning had signaled the start.” See Food Ethics 
Council, 2003; p. 6. 
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next occasion.cxl Ideally, one would like to see a thorough discussion of the matter, 
resulting as the case may be in a particular conclusion or a compromise, which may 
then be translated into laws and regulations. The example of the EU regulations on 
GM food safety, labelling, traceability and coexistence, which continue to be an object 
of political contestation, shows that the contemporary practice of decision-making in 
Europe does not live up to this ideal. A more effective mechanism for achieving 
closure seems to be the type of referendum that is available in Switzerland. Even here, 
the political closure achieved by the first referendum on biotechnology held in June 
1998, which did not outlaw GM farming, only lasted until it was finally overturned by 
the second referendum on biotechnology held in November 2005. Closure is, both in 
principle and in practise, only temporary. In principle, the debate can always be 
reopened. The advantage of the Swiss type of referendum, however, is that groups of 
citizens have to pass a quite formidable hurdle before they are able to enforce the use 
of the popular vote on a certain issue. Whatever one thinks of the particular outcome 
of the last referendum on agricultural and food biotechnology, chances are that it will 
not be challenged again within the next five years. 
 
Why institutionalise ethics? 
In this part of the thesis, the attention turned towards concrete impacts of 
institutionalisation. Earlier (paragraph 2.3), it was mentioned that it may be 
worthwhile to evaluate institutionalisation, and the concrete activities and policy 
instruments used for it, in term of functions rather than impacts. The TAMI report 
describes several substantive functions that TA activities can have, which functions 
are similarly relevant to effective institutionalisation of ethics. Valuable substantive 
functions are however not the only reason why ethics has been institutionalised. 
Similar to the distinction made with regard to participation, one could argue that 
ethics is being institutionalised for mainly three reasons:cxli 
 
- To create a forum for social dialogue (normative; democracy) 

- To include ‘weak’ voices and knowledge in policy decisions (substantive) 

- To increase public support for policy decisions on complex issues (instrumental)  

 
This distinction is conceptual and does not give policy researchers concrete criteria for 
evaluating the impacts (or functions) of institutionalisation. However, it seems 
relevant to be reflexive about the reasons why policy makers want to institutionalise 
ethics. From a Habermasian perspective, one would hope that the normative and 
substantive aims are put central, thus stimulating ‘co-evolution’ of science and 
society, which then may lead to the instrumental impact. 

                                                 
cxl  In a focus group discussion held in Denmark one participant expressed his general lack of trust in 
politicians and industry in the following way: “It’s just like the EU [European Union] votes – we voted 
against the Euro, but politicians won’t accept that, they will drag us [to the polling station] again …”. 
After a defeat in a referendum about the EU in 1992, “Danish politicians called for a new referendum 
only a year later – with the result according to their recommendations.” See Lassen and Jamison, 2006; 
p. 22-23. 
cxli To this distinction may even be - cynically - added: To gain strength in the political arena by 
invoking the discourse of ethics (political). 
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Chapter 13 

Recommendations 
 
 
 
Best practice? 
In the last few years benchmarking and identifying best practices have become very 
popular, especially amongst EC policy makers where it is often referred to as the 
‘open method of co-ordination’.cxlii Although there is much to say for such 
comparative analysis the desire to provide solutions can sometimes lead to unrealistic 
or reductionist recommendations that try to decontextualise what cannot be 
decontextualised. Especially if one tries to arrive at socially robust knowledge, 
contexts are paramount. As was described in 1.6.2, some scholars have argued that 
arriving at socially robust knowledge entails the establishment of a ‘community of 
practice’ that shares a common vision (or more concretely a policy target) and 
moreover is jointly committed to realise that vision (Wenger 1998). Cultural and 
social elements are therefore as important as cognitive elements, which cannot easily 
be transplanted from one country to another. From a slighly different angle, Sheila 
Jasanoff offers a similar cautious note: 
 

“The insights gained from comparative analysis suggest, indeed, that neglecting 
cultural specificities in policymaking may be an invitation to failure within any 
political community’s own terms of reference. Comparative studies of science and 
technology policy today need a different justification than simply the propagation of 
improved managerial techniques. Rather than prescribing decontextualized best 
practices for an imagined global administrative elite, comparison should be seen as 
a means of investigating the interactions between science and politics, with far-
reaching implications for governance in advanced industrial democracies.” 
(Jasanoff, 2005a) 

 
This does not mean that there are no general quality criteria whatsoever that can be put 
forward when institutionalising ethics. A number of criteria have been identified in 
this thesis that should be taken into account if a particular form of institutionalisation 
is to avoid failure. These criteria are also informed by the studies of Rowe and Frewer, 
who have reflected on quality criteria for participation exercises (Rowe and Frewer, 
2000: 3-29; Rowe and Frewer, 2004). Rowe and Frewer aim to differentiate between 
process and outcome criteria. They admit however that, although outcome criteria are 
preferred, in practice they are very difficult to ascertain in a timely, objective and 
unambiguous manner. (Rowe and Frewer, 2004; p 520.) The findings of this study 
confirm this concern about outcome criteria, and even more so if the outcome criteria 
                                                 
cxlii For example, a document of the European Commission on ‘co-existence’ of genetically modified 
crops with conventional and organic farming formulates the aim of “establishing best practices for co-
existence”. On the other hand, the same document stresses the extreme diversity of conditions under 
which European farmers work. The Commission considers this variability a decisive reason to “leave it 
up to Member States to develop and implement management measures for co-existence”. It would seem 
that there is an unresolved tension between the acknowledged variability of farming conditions and the 
quest for ‘best practices’. See Commission of the European Communities, 2003. 
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are to be general rather than event-specific. All kinds of contextual factors (political, 
cultural, social, economical, legal, institutional, state of innovation, etc.) will 
confound the outcome of particular forms of institutionalisation and participation. It 
should also be pointed out that an (ex-post) evaluation of process and outcome quality, 
when the evaluation is dependent on the views of the participating stakeholders, is 
likely to lead to mutually dependent results. Stakeholders that are uncomfortable with 
the outcome will most likely also have reasons to judge that the process itself was of 
poor quality (thus not leading to the ‘proper’ results). Equally, stakeholders 
comfortable with the outcome will not likely have a problem with the process itself. It 
is therefore of paramount importance (both from a methodological and a policy point 
of view) to agree beforehand with participation stakeholders on the quality criteria for 
a particular form of institutionalisation; an ex-ante evaluation therefore. Again, 
process criteria are much easier to agree upon beforehand than outcome criteria. 
Obviously, the content of the outcome cannot be decided upon beforehand. However, 
it may be possible, although very difficult, to get stakeholders to commit to follow up 
to the outcome of a particular exercise when all the agreed upon process quality 
criteria have been successfully followed.  
 
It is also Necessary to think about how ‘best practice’ criteria may be used to articulate 
consensus and difference in decision-making that aims towards policy formation. One 
way of doing this is to think about ‘best practice’ through methodological pluralism, 
as is proposed in the INES WP4 report. There, ‘best practice’ is described as 
pluralistic notion in which expert and lay ethics have a role to play in different 
contexts and orders of decision making.  
 
With all these caveats in mind, important criteria that have been identified as a result 
of the research carried out for this thesis are summirised below. They are listed for 
each form of institutionalisation that can feasibly be implemented in public policy. It 
speaks for itself that general quality criteria for good governance, such as 
transparency, accountability and independence also apply; they are not further 
elaborated here.  
 
Quality criteria for committees: 
Clarity about the role and remit of the committee: 

- Are they supposed to represent society or ethics expertise? 
- Are they supposed to analyse the ethical issue or provide concrete input in 

policy and regulation (inform versus advise/decision making)? 
Diversity and balance in membership;  

- When expert-based; both with regard to the various disciplines and when 
relevant (e.g. ethics) also with regard to the different schools of thought within 
a discipline  

- When (public) representation-based; include minority voices and ensure a 
discourse ethics approach 

 
Quality criteria for organised public debate: 
Openness with regard to agenda setting and discourse;  

- Decisions on focus and framing should be made bottom-up by independent 
participants, not top-down by the organisers (especially not when the organiser 
is a government). Framing should however also be safeguarded against 
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bottom-up polarisation, especially when stakeholders participate. A well-
positioned  ‘intermediate’ body such as current TA organisations can fulfil the 
Necessary role of ‘independent broker’. Generally, this criterion implies that 
participants should be involved in the process as early as possible. 

 
Clarity: 

- Participants should be informed beforehand what will happen with the results. 
Ideally, there should be a link to the political decision making process so that 
the outcome is more likely to have a concrete impact.  

- It is of paramount importance that governments think twice before they set up 
or assent to the setting up of a large-scale public debate. They should only do 
so if and when there is a window of opportunity to implement the outcome. If 
a government cannot live with, or seriously act upon, a possible outcome that 
is at variance with its own political commitments, then it should not have such 
a debate organised in the first place.  

- It should be clear whether the debate is intended as a stakeholder dialogue or 
as a citizen jury 

 
Diversity and balance in participation;  

- Include minority voices and ensure a discourse ethics approach 
- Participants should comprise a representative sample of the stakeholders or of 

population affected by the issues  
 
Quality criteria for regulation: 
Fairness in regulation:  

- Regulation should not impose a majority view on a dissenting minority, but 
rather try to accommodate, or better even integrate, different views and interest 
in regulation. Regulation where possible tries to enable alternative ways of life 
rather than stifle it. In many cases fairness in regulation will have to take the 
pragmatic approach of accommodation (compromise), so that alternative ways 
of life can coexist next to each other. Ideally, regulation even strives for 
integration of different views and interests, so that the whole of society can 
commit to a common future (such as sustainable development). At present, a 
robust, compromise policy for coexistence, one that gives a fair chance to 
organic, conventional as well as GM farming, seems the best possible 
alternative available.cxliii  

 
Quality criteria for the relation between the three types of instruments: 
Clear division of roles so that instruments complement each other: 

- The different instruments all have their strengths and weaknesses; the latter 
even in their ‘best possible conception’. Whether they can accomplish their 

                                                 
cxliii This of course presumes that some sort of ‘coexistence’ is practically feasible, which may depend 
on the level at which declaration limits are set, e.g. at the existing EU level of 0.9% are at some 
technically possible detection limit at, say, 0.1%. The setting of the precise limit and the corresponding 
definition of liabilities for GM and non-GM farmers and producers is itself a normatively laden task. If 
coexistence is practically feasible however, then a de facto blanket rejection of GMOs by government 
(as seems the case in Germany), which harms the interests of farmers and producers (and consumers) 
that want to use EU approved GMOs, seems as ethically problematic as liberal approval of GMOs that 
can harm organic farmers. 
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strengths and avoid their weaknesses also seems to depend on the role they 
fulfil relative to the presence of other instruments. An expert ethics committee 
may be a welcome addition to deliberations when their contributions are 
checked and balanced by for example a citizen jury or a referendum, but may 
be perceived as an undemocratic, elitist influence in the absence of such 
‘counter’ influences. Equally, regulation may be the ultimate impact of public  
(and expert) debate about an ethical issue, but it can indeed only be 
legitimately so after wide and deep public deliberation has taken place about 
the restrictions that such regulations are meant to impose on the actions of 
stakeholders. Ideally, therefore, the instruments will not be used in isolation 
but rather in a co-ordinated combination where they will best complement 
each other.cxliv  

- Regulation is the type of institutionalisation ‘par excellence’. Committees are 
nowadays also clearly institutionalised, often explicitly prescribed by law or 
decree. Organised public debate however lacks such a clear 
institutionalisation. Its role and way of institutionalisation in the decision 
making process therefore deserves special attention.   

 

 
 
 

                                                 
cxliv Not in all instances will all instruments be required however; for example when only a well defined 
professional community is affected by an ethical issue (e.g. safety of employees), an organised public 
debate seems unnecessary.  
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Chapter 14 

Concluding remarks 
 
 
 
In this final chapter, the research questions on which this thesis focused can now be 
revisited to summarise the answers obtained.  

 
 
14.1. The experiences with the policy instruments in practice 
 
The first question asked in this thesis was:  
 

• What policy instruments have been used in practise to incorporate ethical 
issues and public views on these issues (“public ethics views”) in policy 
decision making (i.e. what instruments have been used to `institutionalise` 
ethics? 

 
The thesis has described what policy instruments have been used in practise to 
incorporate ethical issues and public views on these issues in policy decision making.  
It has looked in detail into one much used instrument, a national ethics committee via 
the case study of the Dutch Committee on Animal Biotechnology. It then presented a 
comparative analysis of national ethics committees in Europe, followed by a 
comparative analysis of national ethics committees with the other two main 
instruments, organised public debate and regulation, that have been used to 
incorporate ethical issues and public views in public policy regarding the life sciences.  
 
With regard to the second question; 
 

• What are the experiences with these policy instruments in practise, in 
particular, what are the impacts of these instruments with regard to the desired 
societal learning and public support for science policy? 

 
The studies carried out for this thesis show that none of the instruments used can be 
considered a magic bullet. Rather to the contrary; each instrument in practise has clear 
and identifiable weaknesses, whereas the (desired) impacts are much harder to gauge; 
because impacts like 'learning' and 'support' are difficult to reliably determine in itself 
but also because impacts are furthermore dependent on contextual factors largely 
beyond the control of policy makers employing a particular instrument (political 
culture, general climate towards Science & Technology, scandals, etc.). 
 In general, it can however be argued that the mere fact that an issue is 
'officially' recognised and being addressed via a policy instrument, raises the status of 
the issue in society – in particular among 'professional' stakeholders and policy 
makers. As such, one can argue that all instruments are conducive to social learning, 
compared to the situation when there is no instrument deployed, because they likely 
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increase the (political) attention for and discussion about the issue. The same can 
however not be said with regard to societal support for policy. As has been identified 
in the study on the Dutch Animal Biotechnology Committee and in the comparative 
study in part II, a misconstrued instrument can in fact weaken societal support for a 
policy – and for the scientific development it is meant to regulate. 
 
Ethics committees 
Looking at the three respective instruments individually, several points can be made 
with regard to their impact on societal learning and public support for policy. The 
activities of ethics committees do lead to 'learning', for example documented by an 
ever growing number of national Opinions that in detail identify and analyse (new) 
issues in science and technology. As was mentioned in chapter 11, by its nature an 
ethics committee is instrumental to framing public concerns as ethical concerns, 
which leads to additional ethical vocabulary, fact and norm finding that can enrich the 
societal discussion and reflection. This framing of public concerns as ethical concerns 
is however at the same time also a weakness, as it may narrowly define concerns as 
ethical concerns that in reality are more-encompassing; including social, economic, 
aesthetic and yet other types of concerns.   
  More generally, a key weakness here is that learning by (expert) ethics 
committees does not automatically imply or represent societal learning. The studies 
carried out for this thesis identify that for most ethics committees the communication 
between the committee and society at large takes place only indirectly. Even though 
the cognitive output of these committees can be quite impressive, it is not always clear 
whether this 'expert' learning represents societal views and thus societal learning, nor 
whether this learning becomes widely known outside expert circles and thus at least 
provides an important stimulus for societal learning. 
 The impact on public support for policy (therefore) also cannot be 
convincingly demonstrated. The Dutch example of the Committee on Animal 
Biotechnology actually shows that a national ethics committee may even hold views 
that are counter to those of the wider public and of stakeholders, and thus is not very 
effective in mobilising public support for policy. As such it can itself even become 
part of the controversy surrounding the issue (and as scholars like Wynne have 
identified, in general public concerns about science are often more about the 
regulation of science and its products rather than the science itself).  
 
Organised public debate 
Organised public debates, by their very purpose to hold societal discussion, seem 
naturally suited to stimulate societal learning. In comparison to ethics committees (and 
regulation) there is clearly more interaction and discussion with society and as such, 
the potential for societal learning is higher.  However, when one looks more closely at 
these debates in practise, several caveats can be identified. Public debates can be 
organised either as a stakeholder dialogue (like the German GM food debate) or as a 
citizen consultation, and the latter can furthermore be differentiated in debates that 
entail a dialogue of a small representative sample of citizens (the Swiss and Flemish 
debates) or a debate that seeks wide public input and participation (the British and 
Dutch debates). It can be argued that the stakeholder type of organised public debate 
does not necessarily represent societal learning, for it can still be regarded as an 
'expert' dialogue that may not be representative of society. Even a 'citizen sample' 
debate, though in principle representative of society, may not lead to societal learning 
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if society remains largely unaware about the debate and its outcomes. The societal 
learning over time then only takes place in the `lab`, sample version of society rather 
than society itself, which remains `stuck` in its original attitudes. 
 Furthermore, the experiences with public debates show that all version of such 
debates can fall victim to the agendas of both policy makers and professional 
stakeholders, who try to influence the agenda and 'framing' of the debate so that its 
outcomes are more likely to suit their own agendas. The German and Dutch debates 
are example of public debates that were perceived to be 'controlled' by policy makers 
and thus the value of its 'societal learning' can be seriously challenged.   
 
Regarding public support for policy, it can be observed that the outcomes of organised 
public debates are very often cited by policy makers and stakeholders if they are 
aligned with their own views and agendas. However, the comparative study also 
shows that these debates are as easily ignored by these groups if they don't fit their 
agendas.cxlv As such, the impact on public support for policy has not been of the 
compelling kind. Furthermore, public debates do not always lead to clear (consensus) 
conclusions, which make them even harder to act upon concretely by policy makers, 
even when they would genuinely want to.  

More generally, it should be noted that that the end of the organised public 
debate does not at all mark the 'closure' of the actual debate in society on the issue. 
Especially when there is no consensus in society, referring to the outcomes of 
organised public debate, even when for example a consensus was reached by a 
representative sample of citizens, is unlikely to quench the ongoing debate in society 
or lead to public support for policy.  
 
Finally, it is important to note that all types of public debates on developments in 
science and technology heavily depend on the participation of experts, like scientists, 
ethicists or stakeholder representatives. These experts provide information, insights, 
opposing thinking frames that 'grounds' the public debate. Perhaps (not so) 
paradoxically, a public debate on these issues seems only viable with expert input.  
 
Regulation 
The instrument of regulation finally, is perhaps the `odd brother` of the three. It more 
represents the end result of a process of societal learning and (at least tacit) societal 
support rather than that it leads to such societal learning and support. However, as 
could be seen for example in the Swiss case regarding the regulatory implications of 
the first `Gene protection Initiative` referendum of 1998 and regarding the EU 
regulations on co-existence, regulation (especially when there is public unease about 
them), can lead to new (organised) public debates and discussions in ethics 
committees and as such indirectly further societal learning or public support for - a 
new - policy.  
 
 

                                                 
cxlv This is also the consequence of the fact that, whereas ethics committees often have a formal role in 
the policy decision making process, public debated usually do not. 
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14.2. Can conducive conditions and characteristics be identified for 
the policy instruments? 
 
The third question that was asked in this thesis was: 
 

• Can general conditions and characteristics for these policy instruments be 
identified that are conducive to such societal learning and societal support for 
policy? 

 
As a main conclusion it was found that it is impossible to distil `decontextualised` best 
practice. There is no single best combination, as the best combination depends on 
national context, such as political culture, general climate towards Science & 
Technology, etc. The studies point out that a well adapted use of the different 
instruments in combination, tailored to the actual context and with proper interaction 
between the instruments – lies at the heart of successful science and society policy that 
enables societal learning and societal support for policy. Likewise, when instruments 
are used in isolation - or in parallel but unconnected, they are unlikely to meet their 
objectives. 
 
Concrete pitfalls regarding what is not conducive in using the instruments have been 
found and described by this thesis, in particular in chapter 7 and 8 with regard to 
ethics committees and in chapter 13 with regard to public debate and regulation. 
Process criteria that are conducive for the use of each of the instruments, enabling 
them to lead to societal learning and societal support, have also been identified and 
were extensively described in chapter 14. In the remainder of this section, these 
pitfalls and process criteria are summarised, per instrument.  
 
Ethics committees 
As this thesis has looked in most detail into the instrument of ethics committees, it can 
draw the most detailed conclusions with regard to this instrument. On the basis of the 
case study in part I and the comparative studies in Part II and III, the picture emerges 
that, although a strong desire for genuine public participation exists, in most ethics 
committees public participation is more passively and ex-post constructed, rather than 
ex-ante planned and conducted in a ‘live’, interactive manner. This lack of substantial 
participation has as consequence that societal learning and public support does not 
optimally materialise via the instrument of ethics committees. The `mode1 – mode2` 
dilemma that all the NECs face is that the ideals of democratisation of decision 
making and societal learning with regard to Science & Technology entails that ethics 
committees need to be more open to external input (public participation) than they are 
now. Rather than expressing the thoughts and views of NECs (members) themselves, 
real participation from all stakeholders implies that the focus of NECs should be much 
more on listening. This is also corroborated by the theory of policy problems, which 
predicts that for these complex problems the focus should – first – be on problem 
identification and structuring. When true participation and learning are both to take 
place substantially, it means a move away from ‘case advice for governmental 
decision making’, towards ‘inclusive deliberations about problem identification and 
structuring’. Such an exercise in problem identification and structuring can then itself 
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provide credible, and thus authoritative, input in finally taking informed decisions on 
ethical issues in science.  

Concrete recommendations for policy can be made in light of the theory of 
policy problems (see also Paula, 2004).  First, it is important to clearly separate 
problem identification from problem solving. An important aspect of structuring a 
policy problem is that a robust learning process of identifying and explicating 
problematic issues clearly precedes the process of actually dealing with these issues: 
in the process of problem-solving by taking case-by-case decisions. Both processes 
require their own, significantly different policy structure and organisation. This is 
especially important with regard to evaluating ethical concerns about intrinsic value 
and integrity. These are issues of a more general nature, less concrete than case-linked 
issues, such as determining the degree of animal suffering in an experiment. Already, 
out of pragmatism, these wider issues are not easily discussed or addressed in the 
context of problem solving, even when they may be broadly held. Problem 
identification of new, lesser-concretised concerns will easily be held hostage to the 
strategic, vested interests surrounding problem solving. 

Another point worth noting is that these more general (intrinsic) ethical 
concerns will, in practice, often be evaluated against decontextualised sweeping 
statements of human benefits that can be achieved with such experiments. Against the 
backdrop of new breakthroughs in medicine imagery, less acute and concrete ethical 
concerns may be readily dismissed in the end, even when widely held and articulated 
in a learning process. It is, therefore, also important to discuss and develop alternative 
routes to achieve these breakthroughs, if these general concerns are to have any 
influence on the development and use of technology.  

Collingridge’s so-called dilemma of control (Collingridge, 1980) points to an 
important difficulty wit respect to problem structuring; a technology can be easily 
influenced in its infancy, but at that stage, the interaction between technology and 
society is so poorly understood that the social consequences of the fully developed 
technology cannot be predicted. At the same time, when a technology is fully 
developed and its social consequences are known, it is then very resistant to change. It 
is, therefore, also important not to limit the process of problem identification and 
learning to a “one-off” affair. If an assessment framework is based on one quick 
problem identification process, there is a big chance that the framework starts defining 
(framing) problems according to what the assessment framework can assess (e.g. 
animal welfare), rather than freely and openly conceiving problems as they develop 
over time. Thus, it is important to revisit the process of problem identification and 
learning at regular intervals.  

On a similar note, when in the phase of problem solving, it is important to 
identify and reflect upon structural constraints in policy-related discourse. One should 
especially be aware of possible discrepancies between problem framing in a policy 
context versus how society frames the problem. To involve society on these complex 
and somewhat (still) abstract matters, non-specialists will have to be elicited to 
participate. This requires that the discussion refer to personal experiences that non-
specialists can relate to. For that reason, more abstract terms, such as animal integrity, 
probably have to be translated into concrete, appealing and experienced terms, such as 
freedom, independence, choice, dignity. 
 
Furthermore, general `quality criteria` were found that apply to the process, rather than 
the outcome, of the activities of ethics committees functioning in a public policy 
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context (listed in chapter 14). First of all, clarity about the role and remit of the 
committee has to be safeguarded. It is important to be clear from the onset whether a 
committee is supposed to represent society or ethics expertise. It should also be clear 
whether a committee is supposed to analyse the ethical issues, so as to inform society 
about these issues, or whether it is to provide concrete input in policy and regulation 
(inform versus advise/decision making). 
 Equally important is to safeguard diversity and balance in membership. 
When a committee is expert-based; then diversity and balance should be sought with 
regard to the various disciplines. For disciplines like ethics, where fundamentally 
different schools of thought (and methodologies) exist, the same diversity and balance 
should be aimed for with regard to these different schools of thought within that 
discipline. When a committee is (public) representation-based, minority voices need to 
be included and a discourse ethics approach should be followed so that all possible 
public views are being heard. 
 
Public Debate 
Regarding organised public debate, quality criteria regarding the process have also 
been identified. It was found that openness with regard to agenda setting and 
discourse is of paramount importance. Decisions on focus and framing needs to be 
made bottom-up by independent participants, not top-down by the organisers. The 
later is especially crucial when the organiser is a government, which runs a great risk 
of being perceived as an interested (political) party.  Framing should however also be 
safeguarded against bottom-up polarisation, especially when stakeholders participate. 
A well-positioned ‘intermediate’ body such as current TA organisations can fulfil the 
Necessary role of ‘independent broker’. Generally, this criterion implies that 
participants should be involved in the process as early as possible. 
 It is equally important that there is clarity about the follow-up to the debate 
from the onset. Participants should be informed beforehand what will happen with the 
results. Ideally, there should be a commitment to the political decision making process 
so that the outcome is more likely to have a concrete impact. In this light, government 
needs to ask itself beforehand whether it can and is willing to implement the 
recommendations that results from a public debate. Government should only set up a 
large-scale public debate (or assent to one) if and when there is a window of 
opportunity to implement the outcomes. It is important, furthermore, that organisers of 
a public debate make clear to all of those involved whether the debate is intended as a 
stakeholder dialogue or as a citizen jury. Finally, diversity and balance in 
participation; A public debate should, as with ethics committees, include minority 
voices and ensure a discourse ethics approach. Also, participants to the debate should 
comprise a representative sample of the stakeholders or of population affected by the 
issues.  
 
Regulation 
Regulation has been identified as more of an end result of societal learning and 
support for policy rather than leading to it. However, an important quality criterion 
regarding the process of regulation could be identified; namely fairness. As stated in 
chapter 13.5, in a representative liberal democracy, governments are supposed to act 
in a value-neutral way with regard to ethical issues, and as such fairness should be a 
central pillar of any regulation. The philosopher Estlund argued that political 
liberalism requires that the ethical claims, used to justify public policy, are based on 
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values that are acceptable to the wide range of reasonable moral and philosophical 
worldviews likely to persist in a just and open society (Estlund 1998). It has been 
pointed out in chapter 13.5 that this poses a challenge to policy regarding the life 
sciences, in particular in that it gives rise to the indirect effect that policy tends to 
favour utilitarianism over life ethics – making it harder to address intrinsic objections 
such as the violation of animal integrity or the perceived `unnaturalness` of GMOs. 
Streiffer and Hedemann (2005) have also argued that, since intrinsic objections rely on 
ethical claims that do not fall into an overlapping consensus, they must not be 
appealed to in justifying policy. They however also argue that, since the rejection of 
those ethical claims also fails to fall into an overlapping consensus, public policy 
should also not be justified on grounds that require their rejection. A related, 
fundamental problem with dismissing minority views in the context of science and 
technology policy is that it presupposes the – arguable – correctness and completeness 
of the (majority) scientific view. Thus, as the ethicist Bjorn Myskja (Myskja 2006) 
argued, policy makers should take every argument seriously, regardless of the status of 
its proponents. Even when an argument is deemed intellectually void by the majority - 
or by a select decision making expert elite - it is our moral duty, he argues, to explore 
the strength of the opposing, minority argument. It is a duty because this is the way to 
ensure that all possible positions are taken into account and given a chance to 
influence policy positions.  

As such, fairness in regulation requires that regulation, instead of imposing a 
majority view on a dissenting minority, aims to integrate different views and interests 
in regulation, enabling that the whole of society can commit to a common future that 
nevertheless leaves room for diversity (such as sustainable development). This of 
course implies problem structuring and dialogue, which brings us back to the 
observation in this thesis that the instrument of regulation will only be effective – and 
in addition fair – when used in combination with other policy instruments like ethics 
committees and public debate. 
  
 
14.3. Which way forward? 
 
In this thesis the critique of STS and policy sciences was discussed regarding the use 
of expert bodies like ethics committees. As a result of further reflection on the 
experiences obtained with modern forms of TA and public participation, the STS 
community has re-emphasised the need for expertise to be `opened up` and the public 
to be closer and earlier involved in decision making and agenda setting on R&D 
trajectories. From the public engagement ‘strand’ within STS, the case has been made 
that public engagement needs to take place ‘upstream’ in the scientific and 
technological development process, before significant research and development 
decisions are made and become locked in (see e.g. Wilsdon and Willis, 2004. Fisher et 
al. (2006) have argued that upstream engagement furthermore needs complementary 
“midstream” integration of technical and societal elements to realise its goals. Coming 
from the TA strand within STS, Guston and Sarewitz (2002) have proposed a research 
program to integrate natural science and engineering investigations with social science 
and policy research from the outset – a process they call “real-time technology 
assessment”. It aims to be an explicit mechanism for observing, critiquing, and 
influencing social values as they become embedded in innovations, and thus allows 
more conscious choices in real time as research and innovation occur. 
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These more recent approaches are currently being conducted in for example the new 
field of nanotechnology (see e.g. Rogers-Hayden and Pidgeon, 2007). The fact that 
there is still so much conceptual development in the field of public engagement, 
however, is a reminder that public participation in science and technology policy is 
still not adequate and a policy challenge in and of itself. In a recent article, Chilvers 
(2008) cautioned that participatory models still have not sufficiently considered 
constructivist perspectives on knowledge, analysis, and deliberation. He argues that 
public engagement approaches need to guard against the “technocracy of 
participation” by opening up to diversity, but also to antagonism and uncertainties. In 
addition, the many uncertainties surrounding a new technology in its early stages of 
development, evoking Collingridge`s dilemma of control (Collingridge 1981), 
obviously remains a significant challenge to `upstream` engagement. 

Another recent part of the critique, touched upon in this thesis via addressing the 
issue of framing, is that public views should also not too easily be narrowed down to 
ethical views. The concern expressed here is that the institutionalisation of ethical 
issues, via the policy instruments discussed, only leads to a different kind of expert 
decision making process, where public concerns again are being subordinated to 
preconceived (policy) expert views about public opinion and the public good. In a 
recent report to the European Commission, an STS expert group lamented the 
institutionalisation of ethics by the EC in the governance of science. They point to the 
political role ethics plays in the EU`s development;cxlvi 
 

“Ethics has been used at times by EU institutions to neutralise political issues, 
to introduce norms outside the traditional process of law-making, to evoke 
society without involving it, to pay lip service to democratic concerns while 
only expert processes were taking place, to control citizens’ behaviour and 
even to allow direct intervention into their bodies, and to exempt the market 
from ethical criticism and debate. In resorting to ethics as a supposedly 
participatory discourse, EU institutions have de facto engaged in 
unaccountable forms of biopolitics. Ethics is represented as if it is naturally a 
matter of expert judgment only, though this very framing has markedly shaped, 
and continues to shape, which ethics and whose values count in European 
politics.” 

 
This fundamental critique again points to the bottom line that public involvement in 
decision making should be genuine and substantial, with no pre-conceived framing of 
public issues – neither excluding ethical values nor being limited to ethical values. In 
principle this critique can be addressed via adhering to the quality criteria that have 
been mentioned above for using the policy instruments. However, this thesis has 
demonstrated that the available policy instruments have many imperfections and they 
are currently far from being used `ideally` by policy makers. It is therefore important 
not to loose sight of the role of the ultimate `instrument` for organised public debate 
and policy making, namely parliaments. As parliament is the ultimate locus where the 
interests of different stakeholders - and of wider society - are weighted, and as its 
fundamental role includes safeguarding the public against malfunctioning 
governmental policies, it is parliament in the end where the buck stops. As such, one 
cannot discuss improvement to public policy on the governance of science without 

                                                 
cxlvi EC, 2007, Taking European Knowledge society seriously`, Brussels, EC, p47 



 205 

also looking into ways to improve the ability and capacity of parliaments to address 
the issues raised by developments in science and technology. Parliamentary liaised 
institutes for technology assessment in particular have a role to play here.cxlvii  

Without denying the valuable `mode2` (Nowotny et al., 2001), `postnormal 
science` (Funtowicz and Ravetx, 1992), `co-evolution` (Schot and Rip, 1997, Rip 
2002) and like insights and critiques that have been generated by STS, one can 
however also identify situations where such critique can be nuanced. For example, in 
the course of development of an issue it can become clear that ethical arguments are 
not getting the weight in policy decision making that society would like them to have 
(e.g. due to the constraints of the dominant practices: economic market,  risk-
assessment practises or trade regulations). It may then be appropriate to install an 
expert body, like an ethics committee, to give increasing status and weight to the 
ethical component of an issue (this is of course a delicate operation that requires broad 
social support). Another possible view is that one should simply accept that ethics 
committees do not command a moral authority that can be taken for granted. They will 
not live up to the mode 2 ideal but they can have a proper role in drafting reports in 
which certain contentious issues have been explored and deliberated thoroughly. 
 In light of the observation that ethics committees, and expert advisory 
committees in general, are a `fact of policy life` and some justification for that fact can 
be givencxlviii, it is worthwhile to keep searching for ways to improve their use, as has 
been done in this thesis. Based on the findings of this thesis, an addition to 
Hisschemöller’s typology of policy problems is therefore proposed, namely one 
corresponding typology of advisory (ethics) committees. It could be postulated that 
based on the characteristics of the type of policy problem, characteristics can be 
distilled that an advisory committee has to possess, in order for this committee to be 
appropriate to deliver the necessary input and output to the policy process that belongs 
to that type of policy problem. The postulate therefore consists of the proposition that 
for every type of policy problem one specific type of advisory committee is most 
appropriate. These types of advisory committees differ from each other in function 
and corresponding task assignment. The determining variables that appear to be 
defining here are, first, the kind of knowledge, and thus the kind of members, that has 
to be brought in by the ‘advisory committee’ instrument. Connected to this, the kind 
of deliberation conducted within that committee, and what kind of end product has to 
be the output of that deliberation, seem to be defining as well. Based on these 
variables the following distinction is proposed (table IV.1).  

For an unstructured problem, with a policy as learning, one would need an 
advisory committee that primarily focuses on problem identification and structuring, 
hence, an investigation into the nature of the problem as a learning process that 
includes as wide a range of expertise, so as to have all possible viewpoints represented 
at the table. One would therefore want people from all walks of life as members; 
beyond multiple disciplinary forms of expertise involved. Such a committee does not 
need to exclude looking into solutions, but should first and foremost focus on 
identifying all the different issues, framings and interests involved. As such, it should 
also be very conscious and reflexive about its own framing – including the subtle bias 

                                                 
cxlvii like for example the Dutch Rathenau institute, and on the European level EPTA, the alliance of 
parliamentary TA institutes,  which also assists the European Parliament. 
cxlviii Besides the arguments already described there is of course also more fundamental critique to the 
critique, for example that asymmetries in knowledge and expertise will never completely disappear. 
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to frame the issues as a `policy issue` that has to be dealt with by policy makers. It 
would ideally be installed in an early phase of a new development (upstream) and 
would need to do its investigate work in close consultation with society and 
furthermore communicate its findings widely afterward so as to raise awareness in 
society.  
 
Table IV.1: A typology of advisory committees supporting the policy process: 

Typology  
Hisschemoller: 

Primary function 
advisory 
committee: 

Membership 
mainly based 
on: 

Communication 
mainly with: 

Context remit 
advisory 
committee 

Policy as 
learning process 
 
Science as 
problem 
supplier 

Investigation 
(learning process) 

Variable (merit, 
knowledge and 
ability, 
independence, 
status) 

Diverse 
individuals and 
organisations 
from society or 
specific target 
groups 

Communicative: 
Capacity building, 
consciousness-
raising, problem 
clarification  
 

Policy as 
negotiation 
 
Science as 
advocate 

Bringing forward 
interests 

Representation 
of interests 

Government and 
politics 

Democratisation 
and legitimisation 
of decisions 
(:development of 
public support for 
the policy means, 
clarification of 
positions)  
 

Policy as 
regulation 
 
Science as 
problem solver 

Technical policy 
advice 
But also; Self-
regulation 

Expertise and 
position in 
occupational 
group 

Its own 
occupational 
group and the 
government 

The individual 
responsibility of 
occupational 
group or institute; 
Increasing the 
quality of research  
 

Policy as 
pacification 
 
Science as 
mediator 

Expert policy 
support (with 
specific case- or 
general policy 
advice) 

Expertise and 
independence 
with regard to 
the problem 

Government and 
social 
organisations 

Legal and with 
regard to policy: 
Expert evaluation 
of difficult 
documents in 
support of 
decision-making 
by the government  
 

 
For moderately structured policy problems that involve a policy as negotiation, the 
primary function of an advisory committee would be to discuss and confront 
stakeholder interests, and the members needed at the table are thus primarily 
representatives of the stakeholders. Here, consultation during the assessment and 
communication of its outcomes can be confined to the professional stakeholders and 
political circles. Obviously, one needs to carefully assess whether a policy problem 
really fits the characterisation for policy as negotiation. Especially in the context of 
(unstructured) complex, long-term and abstract problems, where it is difficult to 
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capture the attention of the public and organise broad public participation, policy 
makers tend to settle for this narrower stakeholder representation and discussion. 

Only for structured policy problem with policy as regulation does the 
`classical` expert advisory committee, which in the past has been used for all types of 
policy problems, suffice. In this situation representation and discussion can be 
confined to `certified` experts and government, and in some cases self-regulation of a 
professional community by its own learned society may even be an option. A caveat 
that nevertheless remains is that all the relevant professional disciplines (or schools of 
thought within a discipline) are represented.  

For badly structured problems in a policy as pacification, an important, though 
implicit intermediate goal is to calm down high running emotions in society, in order 
that a constructive deliberation becomes possible again and a general compromise 
comes within reach. In this situation it is advisable to keep membership of a 
committee restricted to `disinterested` experts, to avoid that the high running emotions 
continue to make deliberation impossible within the committee. Here, broad, 
multidisciplinary expert input is nevertheless important; to have the various 
viewpoints represented in the deliberation so that a compromise reached will be 
balanced, and thus more likely to be acceptable down the line to all parties involved in 
the conflict.  The output of the committee should therefore of course also be clearly 
communicated back to the stakeholders involved 

The typology of table IV.1 shows that the distinction in function of the 
committees belonging to ‘policy as regulation’ and ‘policy as pacification’ is not 
fundamental in nature. Both supply a similar kind of output (technical advice), but in 
the two types of policy context the perception is different with regard to the nature of 
the problem that is being advised upon, and with regard to whom the advice should be 
communicated. The direct supervision by the government on the one hand and the 
selection for membership on the other hand will therefore in practice take place in a 
slightly different manner for the two types of committees. This is related to the fact 
that, for the committee in the ‘policy as pacification’, it is of relatively greater 
importance that its independence is beyond all doubt for the parties involved.iii If not, 
it would not be perceived as 'interests-neutral', to the discredit of the authority of the 
committee.  
 Finally, this additional typology is only meant to serve as an indication of 
`conducive` conditions that are relevant for policy makers to keep in mind if they 
choose to establish a committee to address a particular problem. One can of course 
still argue for different types of problems whether it is wise or conducive to opt for a 
committee in the first place. 
 As a more general concluding remark regarding the stubborn realities of policy 
making, it seems very unlikely that socially robust knowledge can be generated in one, 
all-encompassing exercise that taps into the whole fabric of society. How is 
government to organise such an activity, when there is ongoing uncertainty about the 
issues and actors involved, and when many stakeholders, due to strategic agendas, are 
not willing to work together on a socially robust consensus outcome?   
Thus, if the reality on the ground is such that uncertainties or emotions and conflicts in 
society are running that high that a holistic policy approach is momentarily 

                                                 
iii  Generally, in the justice approach the independence to the problem is the central issue, with 
guaranteeing this independence as the task for the government, while in the market approach direct 
negotations about the problem take place between those involved. 
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impossible, there may be good pragmatic reasons to, temporarily, chop a complex 
problem into its ethical, economic or risk components and let respective experts 
committees analyse the problem from their perspective. Output from such committees 
could then, over time, provide input to additionally organised public debates. Such a 
symbiosis would also help extend the time that an issue will remain under the public`s 
attention (and thus enable `learning` about it), via media coverage of `official` 
activities. Naturally, the STS insights, as well as insights from policy sciences like the 
theory of policy problems, make clear that it is of paramount importance that 
orchestrated efforts will still be made at a later point to integrate the respective 
outputs, which should be done in the presence of the wider public. One needs to return 
to holistic problem structuring, in dialogue with society, as soon as even a minor 
opportunity arises. Even at times when the odds are unfavourable, policy makers can 
and should still aim to identify shared long-term agenda`s, for example via modern 
TA approaches that are tailored for doing this (e.g. Broerse and Bunders (2000), Grin 
and Grunwald (2000), see also Roelofsen and Broerse (2008), for a current case 
study). 

Additionally, learning `only` by the public does still not necessarily live up to 
the ambitions of co-evolution, mode2, etc. where there is permanent strong interaction 
between users and producers, who jointly decide on the course of a technology 
trajectory from the very beginning. For such intimate, long-term collaboration to 
occur, the development of some sort of  `community of practise` is implied. Such a 
community would continue to exist and be active in between and beyond the concrete 
activities `organised` by policy. Especially for new, emerging issues, where positions 
and interests are not yet entrenched, there potentially is room to evolve towards a 
`community` with a long term commitment to collaboration (Paula and Birrer 2006).  
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Appendix 1: Names of interviewed experts 
 
 
 
Names of interviewed experts 
 
NGOs 
J. Kuil, M Sc., Dierenbescherming (Dutch Society for the Protection of Animals) 
R. Hetem, M Sc., AVS/Proefdiervrij (Anti-Vivisection Society) 
Mrs. E. De Boer, Rechten voor alles dat leeft (Rights for all that lives) 
Mr. C. Smit, VSOP (Dutch alliance of parents and patients organisations) 
 
CAB members 
Prof.dr. R. Plasterk, Netherlands Institute for Developmental Biology* 
Dr. H. Verhoog, Louis Bolk Institute 
Dr. H. Schellekens, Animal Laboratory, Utrecht University 
 
Civil servants 
H. Lommers, LL M, M Sc., CAB secretary and RDA (Netherlands Council for Animal 
Matters) secretary 
A. Nap, M.Sc., Ministry of Agriculture, Nature and Food Quality 
J. Staman, LL M, M Sc., Ministry of Agriculture, etc. 
P. de Greeve, M Sc., Ministry of Health, Welfare and Sport, Inspection “W&V” 
 
Politicians 
Mrs. M. Vos, MP for “Groen Links” (Green Party) 
Mr. D.J. Stellingwerf, MP for “ChristenUnie” (Christian Union) 
Mr. M.W.Ch. Udo, MP for “VVD” (People’s Party for Freedom and Democracy, 
conservatives) 
Mrs. W.J.C. Swildens-Rozendaal, LL M, MP for “PvdA” (Labour) 
 
Licence applicants 
Prof.dr. G.M.A. van Beynun, Pharming 
Prof.dr. F.G. Grosveld, Department of Medicine and Health Sciences, Erasmus 
University Rotterdam (EUR) 
Prof.dr. A.J.M. Berns, Dutch Cancer Institute 
 
Media experts 
Prof.dr. C.M.J. van Woerkum, Department of Communication studies, Wageningen 
University and Research Centre (WUR) 
Mr. W. Mey, Algemeen Dagblad (national newspaper) 
Mr. K. Glastra van Loon, writer and journalist 
 
Independent / philosophical 
E. Theune, M Sc., Applied Philosophy, Wageningen University and Research Centre 
(WUR) 
Dr. D. Koelega, Institute Church & World** 
Dr. P.F.M. Fokkink, Systematic Philosophy, Twente University*** 
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*     has left the CAB after the period of data collection was finalised 
**   has become a member of the CAB after the period of data collection was finalised 
*** interview by telephone 
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Appendix 2: List of questions semi-structured 

interviews with experts 

 
 
 
The main questions that formed the basis for the interviews with professionals were: 

1. Has the moral position of the animal with respect to biotechnology been 
strengthened and/or clarified by the activities of the CAB? 

 
2. What has the CAB contributed to furthering societal debate, and achieving 

societal support (: consensus) for the way this issue is handled? 
 

3. Which moral objections (according to society) are specific to biotechnological 
procedures with animals? 

 
In order to get insight in these main questions the following underlying sub-questions 
were set up. The questionnaire has been represented here in the order in which these 
were used in the interviews and the sub-questions are also numbered. The first number 
refers to the number of the main question to which the underlying sub-question was 
connected. 
 
2.1  Do you know what the Committee on Animal Biotechnology (CAB) does? 
 If yes: how do you know this? 
 If no: explanation why not? 
 
2.2  Is it clear to you how the concepts ‘intrinsic value’ and ‘integrity’ are used by the 
CAB? 
 
2.3   Do you know why these concepts are used in this manner by the CAB? 
 
3.1   What function do the concepts ‘intrinsic value’ and ‘integrity’ have for you? 
 
3.2   Which part should these concepts play in the societal debate, according to you? 
 
3.3   And which part should these concepts play in a moral deliberation? 
 
3.4   According to you, which different aspects should be weighed against each other 
by the CAB in the review procedure? 
 
3.5   Does a dialogue ‘free of power’ exists within the CAB? 

If yes, how is this achieved, according to you? 
If no, why not? And what interests implicitly or explicitly play a part within 

 the CAB? 
Supplementary questions: 
3.5.a Who has an interest in, or need for, biotechnological research? 
3.5.b Who or what determines the demand for this biotechnological research? 



 222 

 
1.1-2.4 According to you, what are the causes of the fact that up to now the  

contribution of social organisations has not led to (substantial) changes  
 in the CAB Opinions? 
 1.2-2.5 And what are the consequences of this? 
 
2.6 What is your opinion regarding the observation that the minister always adopts the 
 CAB Opinions? 
 
1.3  Has the CAB sometimes established an actual boundary to what is morally 
 unacceptable? 
 If yes, which and why? 
 If no, why not? Did you expect this, though? 
 
2.7  Do you consider the review procedure to be providing enough insight? 
 Why or why not? 
 Do you have suggestions for improvements? 
 
2.8 Do you consider the review procedure to be accessible enough? 

2.8.a Why or why not? 
2.8.b Do you have suggestions for improvements? 

 
1.4 Have the activities of the CAB in your opinion clarified the position of the 
 animal? 
1.5.a Has this clarification been reached by procedural decisions or by substantive 
 decisions? 
1.5.b What are the reasons for this? 
 
1.6 Have the activities of the CAB in your opinion strengthened the position of the 
 animal? 
1.6.a. Has this strengthening been reached by procedural decisions or by substantive 
 decisions? 
1.6.b What are the reasons for this? 
 
2.9 Have you changed your opinion about the desired government policy with respect 
 to animal biotechnology, as a result of the activities of the CAB? 
 
2.10  Have you changed your opinion about the application of animal biotechnology, 
 as a result of the activities of the CAB? 
 
3.6    According to you, what is or are the central ethical problems in carrying out 
 biotechnological procedures with animals?  
 
2.11  Can these problems come up for discussion within the procedure? 
          If not; can these problems come up for discussion within another kind of 
 procedure? 
 
3.7 According to you, does research with transgenic laboratory animals involve other 
 moral problems than research with non-transgenic laboratory animals? 
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3.8    Do you think that the Dutch population considers it to be the case that other  
 moral problems are involved in research with transgenic laboratory animals 
 than in research with non-transgenic laboratory animals? 
 
2.12  Do you see other possibilities for the government to improve the societal debate 
 on this issue? 
 
2.13  Do you have confidence in the current procedure (the way it currently functions 
 in practice)? 

For what reasons? 
 
2.14   Do you have confidence in the CAB members? 
 For what reasons? 
 
2.15a Do you agree with the following statements: 
 - All relevant facts have been examined with certainty to enable the ethical 
 assessment. 
 - Consensus exists about the values and norms that are at issue in the 
 assessment. 
 
2.15b The issue of biotechnological procedures with animals, and which ones are 
 acceptable or not, should be: 
 - mainly decided by citizens together with social groups (such as animal  
  protection organisations and patients’ associations). 
 - mainly decided through the market. 
 - mainly decided by experts from the natural and social sciences and ethics.  
 - mainly decided by the government. 
 
3.9 Do you wish to state or add anything more as a result of these questions? 
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Appendix 3: List of questions semi-structured 

interviews with citizens and discussion meeting 
 
 
 
Citizens interviews 
 
Five citizens were interviewed in the Autumn of 2000. The leading questions for these 
semi-structured  interviewswere: 
 

- You have seen the brochure of the Science and Technique Foundation in 
which some concise information was given about animal biotechnology. Was 
this information new to you? 

- Biotechnological animal experiments are thus carried out which I distinguish 
from ‘normal’ animal experiments. Here the animal is also genetically, 
hereditarily changed. Is this to you an essential difference with respect to 
‘normal’ animal experiments?  

- If yes, how would you describe that difference? If not, why not? 
- Do you think that it makes an essential difference to the Dutch population? 

Why / why not? 
- I would like to ask some questions in connection with the examples mentioned 

in the brochure. I start with sheep that are genetically altered so they can 
produce a protein with which patients with pulmonary emphysema can be 
helped. What do you think of this?  

- What do you think of the possibility to clone animals for this? 
- At this moment xenotransplantation receives a lot of attention. Did you notice 

some of this attention? 
- The brochure examines a particular form of xenotransplantation: the 

implantation of a pig’s heart into a human. One tries to genetically change the 
pig in such a way that the immune system of the human will not, or less 
quickly, reject the pig’s heart. What do you think of such an animal 
experiment? 

- Many, experiments are necessary to develop such a technique. What 
considerations play a role for you if you want to decide for yourself whether 
you consider this to be a sensible avenue or not? 

- Suppose you have a serious heart problem and it is possible to get a pig’s heart 
without too much risk. Would you want this? Why if you do, and why not if 
you don’t? 

- I would like to add a few types of research. Almost all biotechnological 
research that takes place consists of animal models for human diseases. This 
happens for example with mice. A human gene that for example causes cancer 
is introduced into animals. The animals, for example, develop a tumour at a 
young age, and one subsequently tries to obtain data from the progress of the 
disease that are of importance for the cure / or prevention of cancer. What do 
you think of this? 
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- Another type of research is developmental biology. Certain genes are 
eliminated in animals in order to find out what the consequences are, and what 
function these genes have. What do you think of this? 

- Finally: cloning. One transfers hereditary qualities to an egg-cell, to obtain 
offspring with exactly the same genetic qualities. This can be very convenient 
in breeding animals, for example. What do you think of this? 

- Who, do you think, should eventually decide whether biotechnology with 
animals is acceptable and what the possible boundaries are? 

- According to you, what should be the role of citizens? And that of scientists? 
And of ethicists? 

- According to you, in what way can society as a whole best deal with this 
problem and this review? 

- Do you, as a citizen, feel involved in one way or another (from the outside) 
with this problem? 

- Do you have the idea that, if you would want this, you could easily obtain good 
information about biotechnology in animals? Also about possible 
disadvantages of these techniques? Do you think you can get a realistic picture 
of the results of this type of research? 

- Do you have an idea of how you could make your voice heard, should you 
want to? 

 
Discussion meeting with citizens 
 
Besides interviews an overview of CAB norms was discussed with 7 citizens at a fous 
group meeting in April, 2001. In advance a short overview of CAB norms was sent. 
This overview is represented below: 
 
The Committee on Animal Biotechnology (CAB) has tried to solve many ethical 
problems in the course of its existence. For some problems the Committee took a 
unanimous decision (category 1), for others it developed procedures (category 2), and 
for still other problems no unanimous decision has been taken yet (category 3); this 
last category forms the still ‘pending’ problems. Below you will find an overview of 
the three categories of problems. In preparation of the meeting on April 4th you are 
asked to study this overview, and to already answer the following questions: 
 
Questions in preparation of the meeting 
 

- Do you consider the decisions taken by the Committee, mentioned below, to 
be correct? 

- Do you yourself consider the problems that came up in this Committee to be a 
problem as well? 

- Do you miss something in the formulated approaches and solutions of the 
problem by the Committee? 

 
Category 1 
About the following decisions agreement exists: 
 
Can the research instead of genetically modified mice also be carried out with: 
a. humans 
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b. bovines, goats, rabbits 
c. not genetically modified mice 
d. worms 
e. culture of loose cells 
f. invertebrate animals 
 

- No, because: (a) this has already been done and the results were too variable 
(b) it does not agree with respect for the patient. 

- No, because: (a) this is an alternative but not a better alternative (b) the g.m. 
mice in themselves already form an alternative for the use of bovine animals. 

- No, because: (a) no relevant mice strains are available (b) that is a worse 
translation to humans (c) more animals are necessary. 

- Sometimes, because (a) the genome of the worm is already known (b) some 
mechanisms in worms are the same as in humans. 

- No, because: (a) the research objective is directed at therapy (b) the study of a 
whole organism is necessary because certain aspects have to be studied at the 
level of the intact animal: topographical effects, neurodegeneration, toxicity 
studies, organ development, etcetera. 

- No, because invertebrates have different qualities: a different immune system, 
a different regeneration of tissue, different forms of cancer, etcetera. 

 
What is harm to the integrity (: wholeness, intactness) of the animal? 
By genetically modifying the hereditary material of animals their qualities are 
purposefully and specifically altered for the benefit of humans. Because of this ‘the 
identity’ of the animal is changed by humans. These genetic modifications are 
described as a harm to the integrity of the animal. This contains: 
1. Physical harm (: change of hereditary material). 
2. Behavioural abnormalities (: deviations of species specific behaviour). 
3. Abnormalities in appearance. 
4. Reduced ability to live independently. 
 
What are serious harms to integrity? 
These are for example: embryological abnormalities, abnormalities in development 
and growth, not being able to eat or defecate independently. 
 
What are moderate harms to integrity? 
These are for example: taking away a sensory organ, harm to the immune system. 
 
What are small harms to integrity? 
These are for example: the production of human proteins in rabbits or cows, the 
genetic modification of pigs for heart transplantation (xenotransplantation). 
 
Is research unacceptable when serious harm to integrity or other ethical 
objections occur? 
Harm to integrity implies an ethical objection to the research, but is inherent to the 
character of the research. The question is whether the ethical objections are decisive or 
so important that: 

- the importance of the research does not outweigh it; 



 228 

- they outweigh the expected harm (for the patients, society and science) if this 
research would not be carried out.  

 
When are the objectives of the research realistic? 
a) when the research approach has successfully been applied both internationally as 

well as within the institute involved; 
b) when diseases are studied of which it is known that they also have a genetic 

background; 
c) when the research is financed by external subsidies from organisations such as the 

Dutch AntiCancer Society, the European Union and industry. 
 
Is the transgression of natural species barriers, by means of introducing species 
alien genes in animals, in itself morally problematic? 
No, for the animal it makes in principle no difference from which other organism the 
new genes come from. Only the changes that the new genes bring about and the 
intention with which that happens are morally relevant. The Committee will, however, 
look extra carefully at research in which the species barrier between humans and other 
animals is transgressed. 
 
Do differences between mice, rabbits, and cows exist that are ethically relevant? 
The animals are comparable in a number of aspects, but in a number of other aspects 
they are not comparable. 
 
The animals are comparable because: 

- all three are mammals with a similar psychological complexity. The effects of 
the biotechnological procedures in terms of welfare, health and integrity will 
therefore be of the same order. 

- all three species are routinely kept by humans, in contrast to most other animal 
species. Mice and rabbits are both used as laboratory animals, rabbits and 
bovine animals are production animals in agriculture.  

 
The animals are in other respects not comparable because: 

- in the biological classification mice belong to rodents, rabbits to lagomorphs 
and bovine animals to ruminants. 

- the perception of society of these animals is different. In general mice are 
considered to be pests, although they are also kept as experimental animals and 
as pets. Rabbits too are considered pests in some aspects, but besides this are 
held as production animals and pets. In contrast to mice rabbits are eaten, but 
have at the same time a symbolic function as a gentle cuddly animal. Bovine 
animals determine for the most part the face of the Dutch landscape. Because 
of their size and the fact that they walk outside in the meadows, cows are seen 
more as an individual entity than the much smaller rabbits and mice. In sum; 
the perception of society of mice, rabbits, and bovine animals is very different 
from each other. 

- bovine animals traditionally belong to the household of humans, in contrast to 
mice and rabbits. Much more experience is therefore gained with keeping and 
milking these animals. This is the reason why with respect to the consequences 
for the health and welfare of the milking of these animals much more is known 
than of the consequences for mice and rabbits. 
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In conclusion it can be argued that the animal species differ in such a way from each 
other, that they cannot be considered comparable. 
 
Is a double genetic modification of animals more problematic than one 
modification? 
Animals that have already been made transgenic are again modified because now not 
only a particular human protein, but in addition also a modifying enzyme has to be 
produced. This can be regarded as an increasing instrumentalisation of the animal, 
because it is more and more adapted. 
 
Is a double intention of use more problematic? 
Yes, through the development of techniques for the production of human proteins in 
the milk of mice (: or rabbits or bovine animals) these animals are attributed a new 
instrumental value for humans. Through this they are seen as pharmaceutical 
production factories, with which a function is pushed upon them that they did not have 
before. This can be considered as an increase of the instrumentalisation of the animal 
and of the control by humans of the animal. 
 
When does no or little discomfort (lack of welfare) exist? 
When the human proteins will only be produced in the mammary gland of the mouse, 
and it is expected that these proteins will have no harmful effects for the mouse (: for 
example, they do not have a hormonal effect).  
 
Category 2 
Among others the following procedures have been developed: 
 
Is the objective of the so-called “knock-out experiment” research realistic? 
In a knock-out experiment the effect of one gene is eliminated, in order to examine 
whether changes occur in the animal that say something about the function of that 
gene. It is hard to predict what results in terms of knowledge can be obtained with 
this, because not always ‘visible’ effects occur. Although it is thus only to a limited 
extent predictable what the informative value will be of the experiments with the 
laboratory animals, in other research it has been shown that experiments with knock-
out animals can be of great importance.  
 
Furthermore, the results of research with knock-out animals can be optimised when 
one observes meticulously and in that way still discovers small abnormalities. To 
achieve this a number of careful requirements have to be met, and the applicant meets 
these. The objective is therefore realistic. 
 
Does research have to be rejected or not when an alternative production method, 
without the use of animals, is in the making? 
No, one has to continue with the research, but it should be stopped if the alternative 
production method is successful. 
 
What should one do when the discomfort per individual animal can not be 
exactly predicted in advance, but one can expect severe discomfort in a minority 
of the animals? 
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Then the animals need to be observed daily, and in order to determine harm to health 
and welfare an ‘animal welfare diary’ has to be kept.  
 
What should one do when (severe) discomfort nevertheless occurs? 
_ Then the animals have to be killed within 24 hours, so the harm to health and 

welfare of the animals will be of short duration. 
_ If it is considered necessary by the researchers to use an animal in which severe 

discomfort has occurred for a longer time, then this has to be explicitly submitted 
for approval to an animal experimentation committee.  

 
 
Category 3 
The following ‘pending’ problems exist: 
 
Biomedical proteins are also alternatively made in cell and fungus cultures. Is 
this a reason for rejection? 
The Committee considers it important that comparative clinical research is done on 
the effect of proteins that are produced in different ways, and on the large-scale 
production of these proteins. As advantages are likely in the qualities of proteins 
produced in transgenic animals, the Committee considers it acceptable that the 
research with transgenic mammals takes place.  
 
A comparative study cannot be required by the Committee from the applicant nor 
from other researchers. The Committee is confident that, as a consequence of 
competition in the pharmaceutical industry, favourable and realistic alternatives will 
be studied more closely by the producers of medicines.  
 
The research causes much discomfort. Does it therefore have to be rejected? 
No, because this discomfort is directly connected to the exploratory character of the 
research. 
 
What is a realistic alternative for the proposed research? 
_ The concept of alternative should not be considered so widely that completely 

different approaches to the solution of the problem also have to be considered as 
an alternative to the research. Totally different research tracks are not alternatives 
that mutually exclude each other. With different kinds of research tracks one has 
several possibilities, which each have their own value. The Committee only 
evaluates whether the specific insights, which one intends to acquire with the 
proposed research, could also be acquired in a different way in the current state of 
affairs. (majority position). 

_ The question of alternatives has to be seen in a broad perspective. The research 
question and objective of the research should not be formulated in such a way that 
it can actually only be carried out in vivo (: in live animals) with genetically 
modified animals. This expresses a one-sided view of disease as a genetic 
problem. (minority position). 

 
Is fundamental scientific research of substantial importance for humans? 
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_ The increase in knowledge that follows from fundamental research is in itself very 
valuable and enough reason to speak of substantial importance for humans 
(majority position).  

_ The increase in knowledge that follows from fundamental research is indeed 
important, but in itself insufficient to speak of a substantial importance. Increase 
in knowledge in itself does not surpass all ethical arguments. (minority position). 

_ The proposed fundamental research is financed by external subsidies from the 
Dutch AntiCancer Society, the European Union and the industry. In doing so these 
indicate to consider the research to be of sufficient importance. (majority 
position). 

_ It is true that fundamental research on cancer involves a substantial interest of 
humans, but this does not mean that every study on cancer is therefore of 
substantial importance. (minority position). 

_ In the case of fundamental research one can not speak of a demonstrable 
substantial importance, which outweighs a serious harm to the integrity of 
animals. (minority position).  

 
How should the possible importance for society of fundamental research weigh 
in the assessment? 
_ There is a relationship between the proposed fundamental research and the 

medical applications that can follow from it. By advising negatively now that 
chance of medical applications could be blown. (majority position). 

_ The feasibility of the objective of the intended fundamental research and the 
contribution that the realisation of this objective could make to the development of 
new therapies has been insufficiently substantiated by the applicant. (minority 
position). 

 
How should arguments be weighed when there is discord in the Committee? 
(procedure) 
Both the advice of the majority and the position of the minority are defensible. A 
divided advice only indicates that the minority weighs the arguments for and 
against differently than the majority. 
 
Most decisions come from the following three licence applications, which are 
representative for the applications that have been handled by the Committee: 
 
Case B9: “Cell and animal models to obtain insight in the functioning of neurons and 
hormone producing cells.” 
 
The aim of this research is to obtain insight into the biochemical processes inside 
neurons and hormone producing cells of pipid frogs. In particular one wants to 
investigate which genes are involved in the production of substances that relay 
signals in and between these cells. Besides this one will investigate the 
possibilities of using this knowledge for medical objectives in humans. 
 
In this research pieces of hereditary material (genes) are inserted in embryos (fertilised 
eggs) of pipid frogs. These embryos are deposited by the mother animal herself as 
frog’s eggs in the aquarium in which the animals are kept. The researchers can 
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therefore isolate the embryos and insert the hereditary material into them without 
having to bother the mother animal. The embryos are placed back into the aquaria by 
the researchers and their development is followed. In most cases the embryos are 
already killed during the embryonic development, after which they are still studied 
further.  
 
The genes that are inserted have effects on the regulation of the nervous system and 
the hormonal system of the pipid frog. What the exact effects of the experiments will 
be is difficult to predict, but it might harm the health and welfare of the animals. 
 
In this research at least 4,000 and at most 8,000 embryos and at least 240 and at most 
450 adult animals will be used on an annual basis. In general, the animals will be 
killed after termination of the experiments. Only those frogs that are interesting for the 
research will be kept breeding as long as this is necessary for the research. 
 
Case B10: “obtaining insight in, and developing models for cancer” 
 
The aim of this research is to obtain insight in cancer and, connected to this, to 
develop experimental animal models in which one can mimic the disease of cancer. 
For this study various types of genetically modified (transgenic) mice are made that 
serve as a model for certain aspects of cancer. In this application a licence is requested 
for a substudy of the whole of cancer research that is being done with transgenic mice 
by the research group. With this substudy the research group specifically wants to 
investigate the origin and development of cancerous tumours. For this reason they 
now want to make transgenic mice that serve as a model for: 
the investigation of ‘which’ genes are involved and ‘how’ they are involved in: 
a. the regulation of growth and development of cells; 
b. the metastasis of cancer cells. 
In order to do so they will introduce various categories of genes in the hereditary 
material of mice. These genes are derived from various kinds of organisms, also from 
humans. As a consequence of the introduction of the genes cancerous growths can 
develop in the mice, as a result of which the animals can become seriously ill. 
Developmental disorders can also take place. It cannot be predicted in advance to 
what degree this will take place. However, it is known from comparable research that 
on average 41% of the mice will become seriously ill. This condition of being 
seriously ill will last between 1 and 7 days in a minority of this 41%, and in a majority 
of this 41% it will last prolongedly (7 to 31 days). 
 
To make the various types of transgenic mice at least 6,000 and at the most 14,000 
mice will be used on an annual basis for this substudy.  In the whole substudy (: 
making transgenic mice including the follow-up experiments of this substudy) at least 
18,000 and at the most 36,000 mice will be used on an annual basis. 
 
Case C4: “production of human proteins in the milk of genetically modified 
mammals for the benefit of health care” 
 
The aim of this research is to develop techniques with which to produce various 
human proteins in the milk of genetically modified mammals, in such a way that the 
health and welfare of the animals are not harmed. Various genetically modified mice 
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will be made that secrete inactive ‘precursors’ of human proteins in their milk, which 
in their fully developed form can cause great harm to the health and welfare of the 
animals. One therefore tries to produce only the inactive precursors of this type of 
proteins in the milk of the animals, which after milking the animals are trimmed from 
the milk. The purified ‘precursor proteins’ are subsequently activated again through a 
biochemical conversion process. In this way a range of proteins can be produced that 
can be potentially important medicines for human disorders such as inflammations, 
infections and cancer.  
 
The applicant expects that no bodily discomfort will occur in the animals as a 
consequence of the genetic modification. The goal is exactly to be able to prevent this 
by means of this research. Milking the animals can still cause some bodily discomfort. 
Obviously only the female animals can be milked, after they have born young. This 
study concerns the research stage, the production stage is not under discussion here 
yet. In this research at the most 8,650 animals will be used. 
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Appendix 4: Names of interviewees 
 
 
 
Dr. Robert Gmeiner, Head of the Secretariat, Austrian Commission on Bioethics, A 
Ms. Monique Bosson, Director, Belgian Advisory Committee on Bioethics, B* 
Mr T. Larsen, liaised with the Director, Danish Council on ethics, DNK* 
Dr. Salla Lötjönen, Secretary General, National Advisory Board on Research Ethics, 
FIN 
Dr. Ritva Halila, General Secretary, National Advisory Board on Health Care Ethics, 
FIN 
Dr. Rudolf Teuwsen, Head of Office, National Ethics Council, GER 
Dr. Katarina Manolakou, Scientific Officer, National Bioethics Commission, GRE 
Dr. Siobhán O' Sullivan, Scientific Director, Irish Council for Bioethics, IRL 
Dr. Stephane Bauzon, Scientific Secretary, National Bioethics Committee, ITA 
Prof. dr. Jean-Paul Harpes, General Secretary, National Consultative Ethics 
Commission, LUX 
Dr. Knut W. Ruyter, Director, The National Committee for Medical Research Ethics, 
NOR 
Dr. Matthias Kaiser, Director, The National Committee for Research Ethics in Science 
and Technology, NOR 
Dr. Paula M Silva, Secretary General, National Council of Ethics for Life Sciences, 
POR 
Dr. Hans-Gunnar Axberger, Council secretary, The Swedish National Council on 
Medical Ethics, SWE 
Professor.dr. Christoph Rehmann-Sutter, Chairman, and Georg Christoph Amstutz, 
Executive Secretary, Swiss National Advisory Commission on Biomedical Ethics, 
CHE** 
Dr. Klaus Peter Rippe, Acting President, and Ms Ariane Willemsen lic. iur., M.A., 
Executive Secretary, Swiss Ethics Committee on Non-human Gene Technology, 
CHE** 
Dr. Dean Clancy, Executive Director, The President's Council on Bioethics, USA* 
Ms. Nicola Perrin, Public Liaison Officer, liaised with Dr Sandy Thomas, director, 
Nuffield Council of ethics, UK 
 
* written correspondence 
** vis-à-vis interview 
 
 
Experts consulted for general information: 
Prof.dr. Paul Thompson, Purdue University, USA 
Prof.dr. Ruth Chadwick, Lancaster University, UK 
Dr. Lydia Sterrenberg, Rathenau institute, NL 
Dr. Henk van de Graaf, Amsterdam University, NL 
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Appendix 5: List of questions used for the semi-

structured interviews 
 
 
 
role / mandate of the committee: 
1. What is the mandate of your committee? 

1.b Is some kind of public interaction included in your remit? And if so: 
- Is it implicitly or explicitly included? 
- What kind of interaction? (e.g. participation in decision-making, general 
awareness raising, education, etc) 

2. What kind(s) of  concrete ‘products’ does it deliver? (e.g. case by case advise, 
general recommendations, which range of topics?)  

 
views on expertise: 
3. On which criteria are members selected for membership? (what counts as relevant 

expertise for recruitment)? 
4. Which types of expertise are present? (e.g. science, social science, ethics, 

stakeholder, citizen representation?)  
5. How does that expertise function in practise? (what does the committee (members) 

regard as (relevant) expertise, what expertise is regarded as relevant for what 
kind of products the committee delivers?) 

 
working practises & experiences: 
6. What happens when the committee members cannot agree about a certain debated 

point/issue? (e.g. majority vote, review of different values, 'minimal' consensus is 
expressed, refrain from opinion?) 

7. What kind of issues has the committee reviewed (is there an overview of topics 
discussed?)  

7.b Were these issues put on the agenda by the committee (members) itself, or in 
response to requests from society? 

7.c Was there enough ‘room’ to discuss normative aspects of these issues? 

8. What kind of ‘external’ interaction with policy circles or wider society has the 
committee in practise organised, participated in, or been exposed to? 

 
future research: 
9. Which issues regarding ‘expertise & ethics committee decision making’ need to be 

further researched by (policy)scientists? (has enough research been done; 
examples?) 

�
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Appendix 6: Mandate and composition of NECs in Europe and the US 
�

Country Name + 
year of 
establish-
ment 

Total 
members 

Background 
Members 

mandate (summarised) public 
consultation 
for drafting 
reports 

Austria 
 

The 
Austrian 
Bioethics 
Commis-
sion 
2001 

19 appointed by federal chancellor 
Experts on medicine (in particular reproductive medicine, 
gynaecology, psychiatrics, oncology, pathology), legal 
experts, sociologists and experts in philosophy, theology and 
microbiology. 
All are from university, in total 10 members have science 
background  

To advise the Federal Chancellor from an ethical 
point of view on all social, natural scientific and legal 
issues arising from the scientific developments in 
human medicine and human biology.  
A further task is to give information and promote 
discussion in society.  

N 

Belgium 
 

The 
Belgian 
Advisory 
Commit-
tee on 
Bioethics 
1993 
 

35 ordinary, 
8 without 
vote 

appointed by federal decree, on nomination of various 
professional societies: 16 university experts, 6 practising 
doctors, 2 lawyers, 2 magistrates (judges) 
appointed by king and executives of language communities: 9 
8 advisory vote; representatives of Ministries and language 
communities) 
When composing the Committee, attention is paid to a 
balanced representation of the various ideological and 
philosophical movements, to a balanced number of men and 
women and to an equal number of Dutch- and French-
speaking members. The same applies to a balance between 
members from science and the medical professions and those 
from the philosophical, legal and social science communities. 

To provide advice on the problems raised by research 
and research applications in the fields of biology, 
medicine and health care; these problems are studied 
from the ethical, social and legal points of view, 
particularly from the angle of the respect for human 
rights; 
 
• To inform the public and the authorities about these 
problems.  
 
 
 

N 

Denmark 
 

The Danish 
Council of 
Ethics  
1988 

17 The Council consists of 17 members. Eight members are 
designated by the Minister for the Interior and Health and 
nine members by the parliamentary committee on The 
Council of Ethics. The members must not simultaneously be 
members of Parliament, a municipal council or a regional 
council and consideration shall be given to the appointees' 
publicly substantiated knowledge of the ethical, cultural and 
social questions of importance to the work of the Council. 
Furthermore the appointments shall ensure equal 

To provide the Danish Parliament, official authorities 
and the public with ongoing advice and information 
about ethical problems raised by developments within 
the national health service and the field of 
biomedicine (by submitting reports, statements etc. 
and by mounting debate-generating activities).  
 

public 
enquiries, 
consensus 
conferences 
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representation of men and women. 
Member backgrounds are science/medicine, 
ethics/philosophy, law and social science. There is no formal 
requirement on numbers but it is de facto balanced. 

Finland 
 

The 
National 
Advisory 
Board on 
Health 
Care Ethics 
ETENE  
1998 

20 The Advisory Board comprises a chairperson, a vice-
chairperson and 18 members. The Council of State appoints 
the members. The members of the Board must be familiar 
with ethical health care issues. They represent health service 
users and providers, health care professionals, jurisprudence, 
health sciences and ethics. At least four of ETENE's members 
are appointed from among the Members of Parliament in 
proportion to the number of seats held by the various political 
parties. The Board employs a full-time Secretary-General and 
a secretary. It operates under the Ministry of Social Affairs 
and Health.  

 It can take initiatives and issue advisory opinions 
and recommendations on ethical health care issues 
and foster discussion on them within Finnish society. 
The Board provides expert assistance with the 
development of health care and relevant legislation, 
and collects and distributes information on ethical 
questions involved in health care and related 
international discussion, technological advances in 
health care and the ensuing ethical issues. 

N 

Finland 
 

National 
Advisory 
Board on 
Research 
Ethics 
1991  

11 Research organisations are asked by the Ministry of 
education to propose names for candidates. The ministry then 
decides, using good governance criteria:   variety in gender, 
geography and disciplines. 
At present: 2 theologians, 1 law, 1 philosophy, 1 linguistics, 6 
(bio)science 
all with university / public research institute backgrounds 

The Board shall:     
 - make proposals and issue statements to 
governmental authorities on legislative and other 
matters concerning research ethics;  
- act as an expert body working towards the 
resolution of ethical issues relating to research;  
- take initiative in advancing research ethics and 
promote discussion concerning research ethics;  
- monitor international developments in the area and 
take actively part in international co-operation;  
- inform the public about research ethics  
As a result of a 'convenant' with research 
organisations the board can also be alsked to advise 
on matters of specific cases of research 
fraud/misconduct (of individual researchers). First 
case of this nature: 1994. 

N  

France 
 

National 
Consultativ
e Ethics 
Commit-
tee for 

41 The National Consultative Ethics Committee is composed as 
follows : the President, nominated by the President of the 
Republic, an Honorary President, and 39 members. Five of 
these members are drawn from the main philosophies and 
religious faiths and are designated by the President of the 

 The Committee's mission is to give opinions on 
ethical problems raised by progress in the fields of 
biology, medicine, and health, and to publish 
recommendations on this subject. 

N  
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Health and 
Life 
Sciences 
(CCNE) 
1983 

Republic. Nineteen members are chosen because of their 
qualifications, competence, and their interest in ethical issues. 
They are designated by various Ministers, Senate, National 
Assembly, Supreme Court, State Council (each can designate 
one, only Minister of Health four).  
Furthermore, fifteen members engaged in scientific research 
designated by various professional (research) societies / 
institutes. 

Germany 
 

National 
Ethics 
Council 
2001  

25 The National Ethics Council members shall be prominent 
representatives of the scientific, medical, theological, 
philosophical, social, legal, ecological and economic worlds. 
They shall not belong to a Federal or Land government or 
legislative body. 
The members represent only their personal convictions. 
However, there are two pillars of representation; expertise 
and representation of societal groups. The informal 
requirement is that certain expertise/disciplines are present 
and that all important societal stakeholders (church, 
employers, worker unions) are present.  

 It shall be the central organ for interdisciplinary 
discourse between the natural sciences, medicine, 
theology and philosophy, and the social and legal 
sciences. 
It shall organise the social and political debate and 
ensure that all the relevant groups are involved.  
It shall provide citizens with information and material 
for discussion. 
It shall draw up Opinions at the request of the Federal 
Government or Parliament. 
It shall submit recommendations for political and 
legislative action. 

In the past only 
expert 
hearings, but in 
2004 a 
procedure for 
citizen 
consultation is 
set up 

Greece 
 

National 
Bioethics 
Commis-
sion 
1998  

9 Appointed by the Prime Minister. All are university experts, 
coming from law (2), social science (1) philosophy/theology 
(2) and science/medicine (4). 

To investigate the ethical, social and legal aspects 
that arise from scientific progress in biology, 
biotechnology, medicine and genetics 
To outline proposals of general policy, to represent 
Greece to international for a 
To inform the public on issues related to 
biotechnological progresses and the impact of their 
applications 
To co-ordinate related governmental advisory bodies 
in the field of bioethics. 

N 

Ireland Irish 
Council for 
Bioethics 
2002 

21 Members have been invited to join the Council by virtue of 
their personal expertise, distinction and authority and not as 
representatives of particular bodies or professions.  
3 lawyers, 4 ethicist/theologians, 2 (science) journalists, 1 
environmental expert, 4 medicine/health specialists, 7 
scientists.  

To identify and interpret the ethical questions raised 
by biological and medical research in order to 
respond to, and anticipate, questions of substantive 
concern.  
To make arrangements for examining and reporting 
on such questions with a view to promoting public 

Consultation is 
sought from 
ethics 
committees, for 
one report 
(gmo's) a 
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The members are appointed by the Royal Irish Academy. 
Informal aims are to attain a balanced geographic and 
gender distribution.  
 
 
 

understanding and discussion; this may contribute, 
where needed, to the formulation of new guidelines 
by the appropriate regulatory or other body.  
In the light of the outcome of its work, to publish 
reports, to stimulate discussion through other means, 
including conferences, workshops, and lectures. 

questionnaire 
was send out to 
the public, with 
results annexed 
to the report.  

Italy 
 

National 
Bioethics 
Commit-
tee 
1990 

47 ordinary, 
4 honorary,  
5 reps from  
professions  

Members are scholars of different disciplines in accordance 
with the interdisciplinary nature of bioethics. 
Appointed by the Prime Minister, balancing civil, political 
and religious backgrounds. The majority has a university 
(professor) background in medicine, law, philosophy, 
bioethics or social sciences (in roughly balanced numbers). 
In addition there are 5 practising judges/lawyers and 5 
representatives professional/public health organisations.  

To express opinions and suggest solutions, also for 
the purpose of preparing legislative acts, 
To address the ethical and legal problems that may 
emerge as a result of the progress of research and the 
emergence of possible new applications of clinical 
interest, taking into account the safeguarding of 
fundamental human rights and human dignity  
To propose solutions for the functions of control over 
both the safeguarding of human and environmental 
security 
To promote the drawing up of codes of conduct for 
practitioners operating in the various sectors 
concerned 
To encourage the proper informing of public opinion.  

N 

Luxem-
bourg 

National 
Consultativ
e Ethics 
Commis-
sion (CNE) 

15 Appointed by government At present: 4 law, 6 medicine, 5 
philosophy/ethics, 2 humanities, appointed by government for 
3 years.  
Article 4 of the rules of procedure state that members should 
have varied professional backgrounds and that at least 5 
members should have expertise in science and health and at 
least 5 in law, social sciences/work, philosophy or theology. 
Since a year or 12, the commission has the right to propose 
nominations for new members. The criteria (proposed by the 
committee and accepted by government) are: 
expertise, maintain pluridisciplinarity on the committee, 
presence of members reflecting the nations' different 
orientations in philosophy, religion and politics/culture, 
availability of members. 

to study, in a spirit of multidisciplinary research, the 
ethical aspects and issues in the life and health 
sciences, as well as solutions for them 
The commission has also taken it upon itself, with the 
approval of the responsible bodies,   
- to advise the legislator (lower house and its ethics 
committee) 
- to inform health professionals of major bioethics 
issues and discuss those with them  
- to inform the public 
 

N 

Norway The 
National 

12 The members of the Committee (minimum 9 members) are 
appointed by the Ministry of Education and Research upon 

To be a resource of competence in ethics in relevant 
fields of scientific research  

3 lay consensus 
conferences 
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Commit-
tee for 
Medical 
Research 
Ethics, 
NEM 
1990 

recommendation from the Research Council of Norway.  
Pursuant to its charter the Committee, in addition to having 
medical competence, shall include members with competence 
in ethics, law, psychology and genetics. The Committee also 
has lay representatives (2). These have often been persons 
with experience from politics or the media. Traditionally, the 
committee has been chaired by a physician.  
 

To function as a watchtower and an adviser at the 
national level 
To inform and advise scientific communities, 
governmental authorities and the general public 
To co-ordinate relevant national activities and 
represent Norway in related international fora.  

organised (on 
gm food and 
stem cells). 
Also, when 
working on 
specific 
statements 
(especially 
guidelines), 
these are send 
out for public 
(expert) 
comment.  

Norway The 
National 
Commit-
tee for 
Research 
Ethics in 
Science 
and 
Technolog
y, NENT 
1990 

12 The members of the Committee (minimum 9 members) are 
appointed by the Ministry of Education and Research upon 
recommendation from the Research Council of Norway. In 
addition to members with competence in the relevant research 
disciplines, it shall include members with professional 
competence in ethics and law. Fields which ought to be 
represented on the committee are: the natural sciences, 
industry, technology, and agricultural and fisheries research. 
It must also be ensured that the Committee possesses the 
NECessary expertise in ecology and modern biotechnology. 
The Committee shall include two lay representatives.  
at present: mathematics, veterinary science, physics, biology, 
molecular biology, environmental science, marine 
engineering, law, philosophy / ethics, journalists. 

To be a resource of competence in ethics in relevant 
fields of scientific research  
To function as a watchtower and an adviser at the 
national level 
To inform and advise scientific communities, 
governmental authorities and the general public 
To co-ordinate relevant national activities and 
represent Norway in related international fora.  

consensus 
conferences, 
scenario 
workshops with 
stakeholders; 
public 
hearings;  

Portugal 
 

National 
Council of 
Ethics for 
Life 
Sciences 
1990 

21 chair appointed by Prime Minister, 6 members from social 
sciences and humanities appointed by various ministries, 6 
members from medicine/biology appointed by various 
scientific organisations, 6 members of technical quality and 
good moral standing appointed by parliament (proportional 
representation)  and 2 members from bioethics appointed by 
the Prime Minister's office and the council of university 
deans. 
Most members have university background, parliament 

analyse the moral problems that arise from 
biomedical research 
produce opinions when requested by governmental 
bodies or stakeholders 
submit annual report to prime minister on the 'state of 
the art'  

N 
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appointed members are members of parliament  

Sweden 
 

Swedish 
National 
Council on 
Medical 
Ethics 
(SMER)  
1985 

21 8 members represent the seven major political parties of 
Sweden, as well as agencies and interest groups working with 
various aspects of health and medical care. 13 expert 
members represent medicine, law and philosophy (most are 
university based, some are practitioner. There are also two 
journalists). Members are appointed by the Minister of 
Health and Social Affairs, based on nominations from the 
seven major political parties of Sweden, and from agencies 
and interest groups. The expert members are appointed based 
on professional expertise and recognition 
The MP representatives form the core of the council and are 
nominated by parties themselves, the number of stakeholder 
groups and experts can vary. General descriptions for 
stakeholder and expert representation are made (e.g. patient 
groups, law) and then, in a closed process,  the ministry 
approaches organisations/persons for nominations (and if 
acceptable approves them; the experts are expected to come 
from a-political backgrounds. 

The council is an advisory board to the Swedish 
government on ethical issues raised by scientific and 
technological advances in biomedicine. The council 
shall stimulate exchange of information and ideas and 
promote discussion on new medical research and 
applications.  
It serves as a bridge between experts and society. In 
practise it predominantly performs an 'advice on  
policy making' role 

hearings  

Switzer-
land 
 

Swiss 
National 
Advisory 
Commissio
n on 
Biomedi-
cal Ethics -
SNACOBE 
2000 

21 between 18 –25 members (currently 21),  appointed by 
government. Members should come from different 
disciplines, a third from ethics, a third form medicine, and 
remaining third from other fields (science, law, social 
sciences).  
Commission should be balanced in gender, languages 
(proportionally), and age groups 
Almost all are university based (professors). Potential 
members are shortlisted by ministerial committee: first broad 
consultation; letter send out to all interested parties in 
universities, hospitals, cantons; Committee shortlists 
members but in the end decision made by government. 

The commission issues statements from an ethical 
point of view and elaborates recommendations for 
medical practice, particularly in terms of social, 
scientific and legal perspectives. It: 
- advises and informs federal and cantonal 
authorities, parliament and the public, 
- may provide suggestions for future legislation, 
- promotes the dialogue on ethical questions of 
medicine in the human domain. 
 
The commission issues statements from an ethical 
point of view and elaborates recommendations for 
medical practice, particularly in terms of social, 
scientific and legal perspectives. 

N 
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Switzer-
land  
 

Swiss 
Ethics 
Commit-
tee on Non-
human 
Gene 
Technolo-
gy ECNH 
1998  
 
 

12 max 12 members from different disciplines, at least half 
should be ethicists 
ethicist should come from different schools of thought. Also 
balanced in gender, language groups (proportionally) and 
age groups Almost all university professors: 4 philosophy/ 1 
ethics 1 theology, 1 law, 1 medical science, 1 g.p., 1 
biologist. For selection procedure see Swiss Biomedical 
Ethics Committee SNACOBE. 

Advises the Federal Council and the subordinate 
offices on the preparation of legislation on non-
human biotechnology and may provide suggestions 
for future legislation, 
- advises the federal and cantonal authorities on 
paradigmatic cases, 
- informs the public on questions and topics it 
addresses, and encourages dialogue on ethical aspects 
of biotechnology. 
 
The committee issues statements on the questions 
from an ethical point of view, particularly in terms of 
adherence to the basis of respecting the dignity of 
living beings and preserving the safety of humans 
and the environment, and protecting the genetic 
diversity of animal and plant species and their 
sustainable use. 
 
core business: 
advice on new draft laws 
advice on specific cases 
fostering public debate (:in practise; give advice to 
parliament. Has interaction with politicians but 
committee waits for request so as not to be seen as 
lobbying. 

N 

United 
Kingdom 

Nuffield 
Council on 
Bioethics 
1991 

15 Membership of the Council (:by co-optation; on 
recommendation of other members or outside experts) 
includes clinicians, educators, lawyers, nurses, philosophers, 
scientists and theologians 
 
Chairman selected by Council funders/trustees. The council 
tried to balance backgrounds in expertise, but there is no 
formal requirement. Two members are also members of 
House of Lords 
 

To identify and define ethical questions raised by 
recent advances in biological and medical research in 
order to respond to, and to anticipate, public concern; 
 
To make arrangements for examining and reporting 
on such questions with a view to promoting public 
understanding and discussion; this may lead, where 
needed, to the formulation of new guidelines by the 
appropriate regulatory or other body; 
 
In the light of the outcome of its work, to publish 
reports and make representations 

public 
consultation 
when drafting 
reports has 
become 
standard 
procedure; 
opinions are 
solicited for; 
either via 
general 
questions to 
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public or via 
presenting a 
draft report for 
comment, 
which 
comments are 
then 
incorporated 
into final 
report. 

United 
States 
 

The 
President's 
Council on 
Bioethics 
2001 

17 University experts, appointed by the president: scientists, 
doctors, ethicists, social scientists, lawyers, and theologians. 
About 1/3 science/medicine, 1/3 law/policy science, 1/3 
ethics/theology  

It advises the President on bioethical issues arising 
from advances in biomedical science and technology. 
Its mission is to undertake fundamental inquiry into 
the human and moral significance of developments in 
biomedical and behavioural science and technology, 
and to explore specific ethical and policy questions 
related to these developments. In addition, it seeks to 
provide a forum for a national discussion of, and 
international collaboration, on bioethical issues 
(facilitating greater understanding).  
 
 

All meetings 
and minutes 
available to 
public and 
public can 
comment 
during 
meetings. It has 
invited 
stakeholders to 
make 
presentations at 
its meetings.  
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Appendix 7: Research needs according to 

interviewees 
�

�

�

The interviewees were asked about the need for (further) research on the role and 
functioning of NECs. Almost all interviewees welcomed further research, but not all 
had concrete suggestions that were directly relevant to the purpose of this essay (only 
the representative from the Italian NEC remarked that the success of NECs depends 
on empirical factors like the tradition of the country and the quality of the chairperson, 
and that therefore no further research is NECessary). In the table below the relevant, 
concrete suggestions that were given are summarised, with the country background of 
interviewees indicated. 
 

Country Further research needed: 

Austria . more analysis by Austrian policy scientists, especially on the Austrian NEC.  
. on the legitimacy of NECs, especially with regard to their influence on government 
. on the arguments for/against and consequences of including stakeholder groups 

Germany . on the process of consulting with the public at large. Traditionally consulted 
stakeholder groups are often internally divided on bioethics issues. Is citizen 
consultation a better way to represent the public?  

Greece . (sociological research) on what the public / stakeholders views are, and what 
knowledge level they have with regard to bioethics issues. 

Ireland . how to meaningfully interact with the general public? 
. overview of the international context and its impact on national 
regulations/deliberations: 
. on the possibility of consistency in views between the different NECs 

Norway (NEM:) 
. on the relationship between law and ethics; does the legal expertise/context 
overrule/hamper the dialogue on ethics 
. on the way committees are composed and members selected; should this become a 
more open process 
. what kind of 'ethical tools' are used by NECs for decision making? 
. is consensus in NECs really reflecting societal consensus? 
. what political and social impact does the work of NECs have? 
(NENT:) 
. to investigate the 'ethical tools' that are used for ethical assessments 
. the limits and advantages of participatory approaches  

Portugal on the lack of representation / public consultation by NECs and on how to enhance 
its public visibility/ raise awareness of the work of the council 

Sweden Comparative research to learn from the different experiences 
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Switzer-
land 

(SNACOBE:) 
. role and responsibility of experts/NECs with regard to informed decision making by 
society on bioethics 
. empirical research on what the different stakeholders groups and the public expects 
of NECs 
. impact of committees on public choices/opinion 
(ECNH:) 
. on public role of experts; impact also of new public role on their scientific work 
. on an ethos / good practise for experts in NECs 

United 
Kingdom 

. who is/should be the audience of NECs: policy/political circles or the general public 

. how to measure the impact of recommendations made by (different sorts of) NECs 

. how much do NECs follow up their recommendations / lobby to get their 
recommendations taken up by policy / institutions 
. how do the different NECs decide and consult the public in this process, also in 
comparison to other ways of policy decision making 

United 
States 

. what kinds of committee makeup and remit have the biggest impact on public 
policy. 
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Appendix 8: Participants INES wp5 project group 

meeting 
 
 
 
13/14 October 2005, The Hague, NL, Hotel Corona  
 
Dr. Sergio Belluci, TA-Swiss, CH 
 
Dr. Henk van den Belt, Wageningen University, NL  
  
Prof. Dr. Frans Brom, Utrecht University, NL* 
 
Dr. Willy Weijns, viWTA, B  
 
Dr. Rinie van Est, Rathenau Institute, NL 
 
Dr. Leonhard Hennen, Büro für Technikfolgen-Abschätzung beim Deutschen 
Bundestag, D 
 
Drs. Lino Paula, Leiden University, NL 
 
Drs. Jan Staman, Rathenau Institute, NL 
 
Dr. Tsjalling Swierstra, Twente University, NL* 
 
 
* external expert 
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Appendix 9: Participants INES wp5 workshop 
 
24/25 November 2005, Amsterdam, NL, Hotel Die Port van Cleve  
 
Dr. Henk van den Belt, Wageningen University, NL  
  
Dr. Els van den Cruyse, viWTA, B  
 
Dr. Marian Deblonde, University of Antwerp – STEM, B  
 
Dr. Anne Dijkstra, University of Twente, NL 
 
Dr. Rinie van Est, Rathenau Institute, NL 
 
Prof.dr. Jürgen Hampel, University of Stuttgart, D 
 
Dr. Janus Hansen, The Royal Veterinary and Agricultural University, DK 
 
Prof. dr. Michel Haring, University of Amsterdam, NL 
 
Dr. Leonhard Hennen, Büro für Technikfolgen-Abschätzung beim Deutschen 
Bundestag, D 

Drs. Rob Jansen, NIABA, NL 
 
Dr. Mercy Kamara, CESAGEN/Lancaster University, UK 
 
Prof. dr. Julian Kinderlerer, Sheffield University UK and Delft University, NL 
(workshop chair) 
 
Dr. Les Levidow, Open University, UK 
 
Drs. Lino Paula, Leiden University, NL 
 
Dr. Roseline Ricco, Centre for Science, Society and Citizenship, I 
 
Prof. dr. Klaus Peter Rippe, Ethikdiskurs, CH 
 
Drs. Jan Staman, Rathenau Institute, NL 
 
Prof.dr. Sigrid Sterkx, University of Ghent, B 
 
Dr. Floris Tomasini, CESAGEN/Lancaster University, UK 
 
Ir. Huib de Vriend, LIS Consult, NL 
 
Dr. John Walls, University of East Anglia, UK 
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Nederlandse samenvatting 
 

Ethiek Commissies, Publieke Debatten en Regelgeving: 
een Evaluatie van Beleidsinstrumenten in Bio-ethiek bestuur 

 
 
 
Dit proefschrift analyseert beleidsinstrumenten die veel gebruikt worden voor 
wetenschap en technologie beleid. De beleidscontext waarin de analyse plaatsvindt, is 
die van ethische controversen rond de levenswetenschappen - omdat deze 
controversen illustratief zijn gebleken voor de veranderende relaties tussen 
wetenschap en samenleving en voor het gebruik van vernieuwende 
beleidsinstrumenten. Het proefschrift richt zich hierbij op de volgende 
onderzoeksvragen; 
 
• Welke beleidsmiddelen zijn in de praktijk gebruikt om ethische kwesties en 
publiekshoudingen over deze kwesties in beleid te incorporeren? (d.w.z. welke 
instrumenten zijn gebruikt om ethiek te `institutionaliseren`? 
 
 • Wat zijn de ervaringen met deze beleidsmiddelen in praktijk, in het bijzonder, wat 
zijn de effecten van deze instrumenten met betrekking tot maatschappelijk leren en tot 
publieke steun voor wetenschapsbeleid? 
 
• Kunnen algemene condities en karakteristieken geïdentificeerd worden met 
betrekking tot de beleidsinstrumenten welke bevorderlijk zijn voor maatschappelijk 
leren en voor publieke steun voor beleid?  
 
De belangrijkste beleidsinstrumenten die in praktijk zijn gebruikt om 
maatschappelijke en ethische zorgen met betrekking tot wetenschap en technologie te 
institutionaliseren zijn: 1) ethiekcommissies, 2) publieke debatten zoals deze bij 
moderne vormen van Technologisch Aspectenonderzoek (TA) worden ingezet  en 
3).regelgeving. Deze praktische classificatie zal daarom gebruikt worden als antwoord 
op de eerste vraag.  
 
Om de laatstgenoemde twee vragen te beantwoorden, bespreekt het proefschrift een 
concreet voorbeeld van een nationale ethiekcommissie, de Commissie Biotechnologie 
bij Dieren (CBD), als beleidsinstrument voor het adresseren van ethische 
controversen. Het proefschrift analyseert, met behulp van de theorie van 
beleidsproblemen, de taakopdracht van deze commissie en hoe het worstelde om deze 
opdracht te vervullen.  
 
In het tweede deel van dit proefschrift wordt de CBD casus vervolgens in een 
internationaal perspectief geplaatst, middels een internationale vergelijkende studie 
van 15 nationale ethiekcommissies die actief zijn op het gebied van de 
levenswetenschappen.  
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Het derde deel vergelijkt de karakteristieken van het beleidsinstrument `nationale 
ethiekcommissie` met twee andere, thans gangbare typen beleidsinstrumenten, 
namelijk publieke debatten zoals deze bij moderne vormen van Technologisch 
Aspectenonderzoek (TA) worden ingezet, en de meer klassiek benadering van 
regelgeving.  
 
Op basis van deze analyses wordt in deel IV conclusies getrokken betreffende het 
potentieel van deze beleidsinstrumenten om maatschappelijk leren en steun voor 
beleid te realiseren. Een belangrijke conclusie in dit proefschrift is dat er geen 
gedecontextualiseerde `best practice` mogelijk is. Wat beleid effectief maakt, is 
afhankelijk van zaken zoals politieke cultuur en algemene publiekshoudingen ten 
aanzien van wetenschap en technologie. Een combinatie van beleidsinstrumenten, 
aangepast aan de specifieke (nationale) situatie is nodig voor succesvol beleid dat 
maatschappelijk leren mogelijk maakt. Hoewel de beleidsinstrumenten afzonderlijk 
weinig kansrijk blijken te zijn, is het wel mogelijk om voor de afzonderlijke 
beleidsinstrumenten procescriteria te identificeren die instrumenteel zijn voor 
maatschappelijk leren en steun voor beleid. Voor ethiekcommissies is het 
bijvoorbeeld van belang om een eenduidige taakstelling te hebben; vertegenwoordigt 
een ethiekcommissie expertise of het publiek? Tevens is van belang dat voldoende 
diversiteit in de samenstelling van een commissie gewaarborgd is. Vergelijkbaar 
hieraan, vereisen publieke debatten openheid, duidelijkheid in doelstelling en 
diversiteit in deelname. Voor regelgeving tenslotte, is redelijkheid een belangrijk 
kenmerk. Voor daadwerkelijk maatschappelijk leren is daarboven een vereiste voor 
alle instrumenten dat zij niet een eenmalige exercitie zijn, maar onderdeel van een 
lange termijninspanning om te komen tot een `praktijkverbond`, waarin langdurige en 
intensieve samenwerking plaatsvindt. 
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Summary 
 

Ethics Committees, Public Debate and Regulation: 
an Evaluation of Policy Instruments in Bioethics Governance 

 
 
This  thesis analyse policy instruments that have become common in science and 
technology policy. The policy context for the analyses is the ethical controversy 
surrounding the life sciences – as this controversy is illustrative for the changing 
relationship between science and society as well as for the use of novel policy 
instruments . The thesis will focus on the following questions:  
 

• What policy instruments have been used in practise to incorporate ethical 
issues and public views on these issues (“public ethics views”) in policy 
decision making (i.e. what instruments have been used to `institutionalise` 
ethics? 

 
• What are the experiences with these policy instruments in practise, in 

particular, what are the impacts of these instruments with regard to the desired 
societal learning and public support for science policy? 

 
• Can general conditions and characteristics for these policy instruments be 

identified that are conducive to such societal learning and societal support for 
policy? 

 
The main policy instruments that have been used in practise to institutionalise societal 
ethical concerns with regard to S&T are 1) ethics committees, 2) public debates as the 
major component of interactive TA exercises, and 3) regulation. This practical 
classification will therefore be used as the answer to the first question, in turn guiding 
the focus for the latter two questions.  
 
To answer the latter two questions, the thesis starts at the level of a unique National 
Ethical Committee in the Netherlands, which focuses specifically on the 
biotechnology of animals, with the overall aim to establish societal consensus 
regarding this development.  The thesis analyses the Committtee`s mission and how it 
struggled to fulfil this mission.  
 
In the second part of this thesis the case study of the CAB is compared to other,  
international experiences, in a wider international comparative study of 15 national 
ethics committees dealing with life science issues.  
 
The third part analyses how the instrument of ethics committee compares to the use of 
TA instruments or regulatory instruments for addressing public views on ethical issues 
in policy decision making regarding the life sciences.  
 
On the basis of these analyses, conclusions are finally drawn in part IV regarding the 
potential of these instruments to achieve the desired societal learning and support for 
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policy. An important conclusion of this thesis is that it is not possible to 
`decontextualise` best practise. What makes policy effective is dependent on matters 
such as political culture and public perceptions towards science and technology. What 
is needed to enable societal learning is a combination of policy instruments, tailored to 
the specific (national) context. Though the identified policy instruments individually 
have little potential to be effective, it is nevertheless possible to identify process 
criteria that are instrumental in stimulating societal learning and public support for 
policy. For ethics committees, it is important to have a clear remit, in particular with 
regard to whether an ethics committee is supposed to represent expertise or the public 
(and its values). Furthermore, it is important to safeguard diversity in the composition 
of an ethics committee. Similarly, organised public debate requires transparency, 
clarity in remit and diversity in participation. For regulation finally, fairness is an 
important criterion. Moreover, for societal learning to take place it is essential that the 
policy instruments  discussed are not used on a `one-off` basis, but in stead form part 
of a long term strategy to establish a community of practise, where sustained, close 
cooperation takes place. 
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