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Introduction 

M. Dreyer and O. Renn 

Since the mid 1990s, following a series of food-related scares and debates, with Bovine 
Spongiform Encephalopathy (BSE) and genetically modified (GM) foods as the most 
prominent issues, food safety institutions in Europe have been facing growing demands for a 
more effective, efficient and, at the same time, balanced and fair regulatory process that is 
also characterised by more transparent and participatory decision-making procedures. These 
demands have been motivated by concerns that powerful economic and political interests 
would be advanced at the expense of consumer interests – with increasing pressures resulting 
from broader developments such as economic globalisation, societal fragmentation, and trade 
liberalisation. These recent developments tend to place time constraints on all actors, create 
undue opportunities for special interest groups to influence the decision-making process and 
exert pressure on the scientific assessment process to provide results that reflect popular 
sentiments or easy solutions to complex problems. Food substances, products, or production 
techniques were sometimes represented as ‘certainly safe’ while in fact uncertainties were 
denied or ignored, scientific studies not properly acknowledged, public concerns not taken 
seriously and, as recent food crises have revealed, even public health protection compromised. 

These demands and worries have been interpreted by academics and policy makers alike as 
manifestations of serious legitimacy problems. By the late 1990s the prevailing diagnosis in 
European policy circles was that the level of public trust in both food safety and food safety 
institutions had seriously declined and that institutional frameworks needed improving in 
order to restore public trust and social legitimacy. At the level of the European Union (EU) 
and also in a number of EU-Member States food safety institutions were subjected to review 
and reform. The core of the reforms at EU-level is the allocation of responsibilities for risk 
assessment and risk management to separate institutions destined foremost to ensure the 
independence of scientific analysis and advice. This division of responsibilities is codified in 
the new European Parliament and Council Regulation 178/2002, widely known and referred 
to as the ‘General Food Law’ (hereinafter GFL). Another prominent feature of reform of EU 
food safety regulation are efforts to advance the democratic quality throughout the risk 
regulation process, mostly by improving transparency with a focus on increased 
documentation and by providing more opportunities for eliciting stakeholder viewpoints.  

This final report of workpackage 5 of SAFE FOODS ties in with these recent reforms and 
provides suggestions for carrying them forward through a set of additional procedural 
innovations and institutional improvements. We refer to the reforms that we recommend as 
the General Framework for the Precautionary and Inclusive Governance of Food Safety in 
Europe (in short the “General Framework”). This governance framework pertains to a set of 
challenges which we consider worthy of more attention and being in need of further 
advancement. These governance challenges include: 

 the demarcation and coordination between assessment and management of food safety 
threats; 

 the handling of scientific uncertainty; 

 the increase of transparency during the entire food safety governance process;  

 the involvement of a diversity of social groups and the wider public into the governance 
process; 

 the handling of highly controversial food safety issues. 
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These issues are all addressed – at least to some extent – by the recent EU-level reforms. 
These reforms, though significant, do not fully address prominent concerns and criticism. The 
results of the empirical research which was carried out to inform the development of the 
General Framework (these results will be described in more detail in Chapter 1) suggest that 
both the issues and the recent reforms that have an impact on them continue being subjects of 
debate and controversy. The question of how to organise the relationship between scientific 
expertise and political decision-making in the governance of food risks, which was placed 
high on the European policy agenda mainly due to the BSE crisis, is still not sufficiently 
solved in the view of many practitioners and concerned or interested observers. It is precisely 
through the full organisational separation of risk assessment responsibilities (which lie with 
the European Food Safety Authority, EFSA, located in Parma) from risk management 
responsibilities (which lie with the EU institutions, i.e. European Commission, European 
Parliament and the Council/Member States) that it has increasingly become articulate that 
scientific activities cannot be performed in complete isolation and in a political vacuum. The 
famous National Research Council’s ‘Red Book’ has already pointed out a central and well-
founded criticism of ‘full organizational separation’ which states that ‘simply separating risk 
assessment from the regulatory agencies would not separate science from policy ‘(NRC 1983: 
139). How then to account for the inherent interlinkage between the scientific and the political 
aspects of food safety governance without compromising the generally agreed functional 
differentiation between activities aimed at ‘understanding’ risks and activities aimed at 
‘acting’ on risks? And how to create transparency on the way in which this complex and close 
relationship is dealt with? 

Official representations in EU food safety regulation increasingly express commitment to a 
more systematic recognition, consideration and communication of the scientific uncertainties 
that may be involved in the assessment of risk. At the centre of a more systematic approach to 
dealing with the challenge of scientific uncertainty lies the application of the precautionary 
principle, formally established by the GFL as a general principle of food law. However, there 
are a number of questions for its application in food safety governance which are subject to 
fierce debates. In particular, there is the question over whether precaution is applicable to 
assessment at all, or whether it is simply an approach to risk management. Alternatively, if 
precaution is applicable in the assessment stage, what is then the precise nature of the 
relationship between precautionary approaches to assessment and established practices based 
on conventional risk assessment? Furthermore, how could more clarity be produced over the 
‘triggering’ of the precautionary principle and provisions established to ensure that the 
principle is applied in a more consistent, predictable and non-arbitrary manner? 

In the past four years there have been growing efforts to involve stakeholders in both 
management and assessment of food safety threats. Still, there is ongoing intense debate over 
the question of how to involve efficiently and legitimately both corporate and civil society 
actors in food safety regulation, especially in conditions of social controversy. This question 
gained prominence through both the BSE crisis and the persistent debate on GM crops and 
food. Currently, it is increasingly being discussed in relation to topics such as the use of 
animal cloning for food production, the methods of characterising genotoxic substances in 
food, and a broad range of potential applications that rely on nanotechnologies. The need for 
reconsideration of stakeholder involvement in the regulatory process in face of these ‘old’ and 
emerging issues is widely acknowledged. At the same time the question over how to feed the 
perspectives of a wide diversity of social groups and also of the wider public systematically 
into the regulatory process, without an overkill of participatory procedures that would abuse 
the scarce resources of both the responsible institutions and those ‘involved’, becomes more 
important. ‘Stakeholder fatigue’ seems to develop into a buzzword in academic and 
stakeholder circles. Moreover, the consultation of stakeholders through the assessment 
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authority, EFSA, remains a disputed issue. At the core of this debate is the question of how to 
ensure that this does not compromise the safeguarding of assessment against ‘inappropriate’ 
non-scientific influences.  

The governance framework which will be presented in this report suggests a set of procedures 
and structures that the General Framework envisages to improve the dealing with these 
particularly challenging governance issues in a transparent and politically accountable 
manner. These innovations are able to further implement the principles of good governance 
enshrined in the General Food Law and the agenda on governance in the European Union. 

The General Framework is not the result of research work carried out in academic isolation. A 
first version of the governance framework had been subjected to a systematic feedback and 
review process in form of a series of four workshops with key actors in the field of food 
safety governance at which this early concept was presented and discussed. This process of 
stakeholder engagement was undertaken through the autumn of 2006 and involved, 
successively, industry representatives (Haigerloch/Germany, Castle of Haigerloch), 
representatives of non-governmental organisations (London, British Academy), risk managers 
(Brussels, Fondation Universitaire) and risk assessors (Brussels, Fondation Universitaire). At 
these workshops important insights were gained into the practicability and political and social 
viability of the governance framework. The review and feedback process was completed on 
11 May 2007 when the refined and elaborated governance framework was presented at a final 
workshop (Brussels, Fondation Universitaire). The objective of this Presentation Workshop 
was to reflect the amended version with the views of those who had contributed to the 
feedback process hitherto and with the perspectives, insights and experiences of a wider 
audience in order to complement the final concept.  

In the remainder of this introduction, the content of the reports’ chapters will be sketched. 

Chapter 1 will elaborate on the challenges that European food safety governance is facing at 
present and point out the policy imperatives. This will be done with reference to the current 
legal and policy framework, and to viewpoints and experiences of key actors of food safety 
governance elicited in our empirical research in order to inform the development and design 
of the framework. The chapter will set out that any innovative food safety governance 
framework will need to address, clarify and carry forward the main elements in current EU 
law and policy on the governance of food safety (most notably the General Food Law), the 
implementation of precaution (notably the European Commission’s Communication on the 
Precautionary Principle, CEC 2000a, which was broadly endorsed by EU Heads of 
Government in a European Council Resolution at Nice in December 20001), its relationship 
with overarching principles of good governance (as discussed in the Commission’s White 
Paper on European Governance, CEC 2001) and with established international frameworks 
(notably World Trade Organisation and Codex Alimentarius). Further, the chapter will 
introduce the key conceptual ideas upon which the governance framework builds in order to 
respond to the major policy imperatives.  

Chapter 2 will first point out historical precedents of the General Framework. Then it will 
provide an outline of the overall architecture of the framework, which is inspired by the 
conceptual work of the International Risk Governance Council (IRGC 2005; Renn and 
Walker 2008), and its individual components. The major components are the governance 
stages of framing, assessment, evaluation and management, and the two cross-cutting 
activities of participation and communication which constitute integral parts of all four stages.  

The subsequent three chapters will focus particular attention on the more detailed structure of 
the processes of framing (Chapter 3), assessment (Chapter 4) and evaluation and management 

                                                 
1 See Presidency Conclusions, Nice European Council Meeting 7, 8 and 9 December 2000.  



 8

(Chapter 5) within the wider governance framework. In particular, Chapter 4 will establish a 
basis for understanding the modalities for the implementation of the precautionary principle in 
assessment and the detailed implications for the role of conventional as well as extended risk 
assessment. 

Chapter 6 will point out the legal and institutional conditions required to implement the 
proposed framework in EU food safety governance and make suggestions for institutional 
integration and adaptation. The core of these suggestions are food safety interface institutions 
designed as mechanisms for improving the coordination between assessment and management 
and the integration of concerns of corporate and civil society actors at the stages of framing 
and evaluation in particular.  

Chapter 7 will outline the structured approach to participation that the General Framework 
envisions, and explain the ways in which this approach can contribute to the governance 
principles of openness and transparency.  

In Chapter 8, then, the framework’s approach to communication on food safety issues will be 
set out, explaining the ways in which it can contribute to enlightenment, confidence-building 
and improved coping with food safety threats by influencing behaviour. 

In order to demonstrate how the General Framework introduced in the preceding chapters 
would be implemented, Chapter 9 will work through the case of placing transgenic Zea mays 
on the market for consumption as food of Bacillus thuringiensis (Bt) Cry1Ab. 

Chapter 10 will provides a synopsis of the way in which the earlier version of the governance 
framework was revised in response to the workshop-based review process. It points out the 
main lessons that could be learnt from these deliberative exercises, i.e. that our suggestions 
for institutional reform had to be reconsidered as far as the following questions were 
concerned: first, how to achieve a high degree of inclusiveness in the governance process, and 
second, how to design structural devices that promise to promote continuity, transparency and 
accountability in the activities of screening, setting the terms of reference and evaluation 
without rendering the governance system overly complex and eventually inert. 

Finally, Chapter 11 will provide a summary of the key features of the proposed governance 
framework and highlight the way in which these seek to further the implementation of the 
principles of food safety governance enshrined in the General Food Law and the agenda on 
governance in the European Union. 

Further, there are two Annexes referring to the aspect of public involvement. Annex 1 will 
present an overview of possible instruments for extending stakeholder and public involvement 
beyond the proposed food safety interface institutions. Annex 2 will provide an overview of 
current procedures of involvement of stakeholders at EU-level and discuss how these 
involvement mechanisms relate to the four major governance stages identified by the General 
Framework. 

 



1. The Need for Change 

A. Ely, A. Stirling, M. Dreyer, O. Renn, E. Vos and F. Wendler 

1.1. Fundamental challenges 

The governance of food safety presents a formidable series of challenges, both in general and, 
more specifically, within the context of the European Union1. The purpose of this chapter is to 
outline and explore some of these challenges, bringing into focus the conceptual ideas upon 
which we may build in order to address them. The existing conditions that necessitate change 
in food safety governance arrangements within the EU will be discussed and related to 
potential procedural and institutional responses. As such, this chapter introduces and defines 
the terms used to describe the various stages in the governance process, as well as some of the 
specific problems encountered during each of these activities. These concepts will be further 
enlarged upon in subsequent chapters describing a general framework for food safety 
governance within the European Union that can address the challenges discussed here. 

1.1.1 Conceptualising stages in the governance process 

Here, as in discussions of other ‘technological risk’ issues, the governance process is 
understood to include, but also to extend beyond, the three conventionally recognised 
elements of risk analysis – risk assessment, risk management, and risk communication2. 
Governance thus includes matters of institutional design, technical methodology, 
administrative consultation, legislative procedure, and political accountability on the part of 
public bodies, and social or corporate responsibility on the part of private enterprises. But it 
also includes more general provision on the part of government, commercial and civil society 
actors for building and using scientific knowledge, for fostering innovation and technical 
competences, for developing and refining competitive strategies, and for promoting social and 
organisational learning.  

Within this broad notion of governance, the framework outlined in Chapter 2 moves beyond 
the elements of risk analysis to account for the processes through which policy problems are 
identified as such, and the institutional and political influences that shape the ways in which 
these problems are perceived, conceptualised and prioritised by policy makers. This element 
of the governance process is here termed framing. Encompassing activities such as the 
identification of the scientific inputs required to inform policy, framing sets the terms of 
reference for the next stage in the governance process: assessment. Assessment subsumes, 
with other methods which will be described in more detail in Chapters 2 and 3, the 
conventional procedures of ‘risk assessment’ as variously defined. Through gathering 
information on technical and socio-economic risks and benefits, as well as on the concerns of 
stakeholders and citizens, assessment informs, substantiates and justifies governance 
decisions, policies and wider institutional practices and commitments. The framework 
proposed in this report suggests two further stages that contribute to the goals of food safety 
governance. Based on the outputs of the assessment, an evaluation exercise is undertaken. 
This exercise summarises the information gathered during the assessment phase and involves 
deliberation around divergent values associated with the threats under consideration. 
Following the evaluation exercise, intervention measures are identified, assessed, and selected 

                                                 
1 Many of these challenges are set out in Regulation (EC) No 178/2002 (OJ 2002, L31/1) as amended by 

Regulation (EC) No 1642/2003 (OJ 2003, L 245/4), hereinafter referred to as the General Food Law (GFL), 
and also referred to in other European Commission documentation, such as the White Paper on European 
Governance (CEC 2001), and the Precautionary Principle (CEC 2000a). 

2 See National Research Council (NRC) 1996; Codex Alimentarius Commission (CAC) 2005, GFL. 
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in a process of management. This process also includes the implementation of such measures 
and their follow-up through monitoring existing threats and horizon scanning for emerging 
threats.  

1.1.2 Precaution as a response to lack of scientific certainty 

One of the most significant challenges for risk governance relates to current and highly 
topical debates over the application of the precautionary principle. Variously defined in a 
multitude of different instruments, this embodies the central injunction that lack of scientific 
certainty should not be used as a reason to delay appropriate action3. It is in this form that 
precaution has become a guiding principle of EU policy making4 and is recognised by the 
European Court of Justice and the Commission of the European Communities (CEC 2000a) to 
be a general principle of European law. Yet this raises a number of profound questions for its 
application in food safety governance. In particular, there is a question over whether 
precaution is applicable to assessment at all, or whether it is simply an approach to risk 
management (ESTO 2000, Harremoes et al. 2001, CEC 2000a). Alternatively, if precaution is 
applicable in the assessment as well as in the management stages of food safety governance, 
an entire series of more detailed queries over the precise nature of the relationship between 
precautionary approaches to assessment and established practices based on conventional risk 
assessment will follow. One central feature of this relationship stems from the formal 
scientific definition of the condition of ‘risk’ (Knight 1921) itself. 

Over many decades of intensive academic and policy activity, the term ‘risk’, properly 
speaking, refers to a situation in which it is possible to confidently quantify both the 
magnitudes of and the probabilities for a defined range of outcomes (such as forms or degrees 
of harm in food safety)5. Indeed, it is this central reliance on probabilities that is a key 
diagnostic feature of conventional approaches to risk assessment. Variants of these 
probabilistic ‘risk-based’ methods offer sophisticated responses to different forms of 
‘complexity’ in social, technological and natural systems (IRGC 2005). In the food safety 
realm, for example, probabilistic techniques might be applied to the characterisation of risks 
from a chemical additive with well-characterised toxicity and substantial long-term data on 
consumption levels. In a more complex case, probabilistic modelling might be used to 
investigate the potential synergistic activities between this chemical additive and a natural 
toxin existing in a traditional food product in which consumption patterns are well 
characterised). However defined, the precautionary principle addresses a set of more 
intractable circumstances – going beyond complexity – under which various forms of 
‘incertitude’ render such quantification incomplete or problematic (World Trade Organisation 
2004, Public Health Reports 2002).  

These more intractable circumstances can take three main forms, which are illustrated in 
figure 1.1 below. The first is referred to in the strict definition of the state of ‘uncertainty’, 
under which the possible outcomes are clear, but it is difficult to quantify probabilities 
(Knight 1921; Keynes 1921). As demonstrated in the figure, an example might be the 
potential for cancer associated with a novel carcinogen. 

 

 

 

                                                 
3 As expressed, for instance, in the classic definition at Principle 15 in the 1992 Rio Declaration on Environment 

and Development. 
4 See Article 174(2) of the EU Treaty. 
5 This is also a key element in the seminal formal understanding of risk assessment promulgated in the NRC’s 

1983 ‘Red Book’. 
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The second is the condition of ‘ambiguity’, where the problem lies not with probabilities, but 
in agreeing the appropriate values, priorities, assumptions, or boundaries that apply in 
defining the possible outcomes (summarised in Stirling 2003). Questions around the 
tolerability of a new form of battery husbandry with animal welfare implications could 
produce a condition of ambiguity. Third, a condition of ‘ignorance’ exists where neither 
probabilities nor outcomes may be fully or confidently characterised. In this latter case, where 
“we don’t know what we don’t know”, we are seeking to mitigate our exposure to surprise 
(Shackle 1955, Loasby 1976). At the level of the UK in the early 1980s, when BSE was first 
appearing in cattle, ignorance existed as to the number of associated potential human deaths 
from variant Creutzfeldt-Jakob disease (vCJD) and the probability that these deaths would 
emerge. Various forms of conventional risk assessment remain applicable under conditions of 
complexity. But uncertainty, ambiguity, and ignorance are, by definition, states of knowledge 
under which conventional probability-based risk assessment is quite simply inapplicable 
(Stirling 2003). In such cases we look towards resilience, flexibility, and diversity in agri-food 
systems in order to allow effective responses to areas of ignorance once they have been 
identified. Where conventional risk assessment leaves residual uncertainties unaddressed, 
these must be addressed by other complementary methods. It is in recognition of this 
challenge that we find the basis for reconciling conventional risk assessment and precaution in 
terms of their complementarity. 

In short, the direct implication of the precautionary principle for assessment is to highlight the 
conditions under which it would be appropriate to apply what may be described as more 
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comprehensive approaches to assessment (GFL, Art. 7). These are noted in Figure 1.1 above 
and will be discussed in much greater detail in Chapters 2 and 4. 

These fundamental challenges to the stage of assessment raise some important implications 
for the current, conventional practice in the governance of food safety of opting by default for 
the application of conventional risk assessment. Unconstrained reliance on established risk 
assessment methods can sometimes seem to reflect a rather narrow and complacent view of 
uncertainty and an optimistic or expedient view of the depth and form of knowledge that is 
necessary in assessment (ESTO 2000). In governance terms, this can present problems of 
coherence, effectiveness, accountability, and participation. On the other hand, recourse to 
more comprehensive but demanding ‘precautionary’ approaches to assessment can bring its 
own problems. To some, precaution can appear unduly pessimistic about the quality of the 
available knowledge. In particular, there can be a lack of clarity over the ‘triggering’ of 
precaution, and the consequent procedures may seem fuzzy, onerous, erratic, or 
disproportionate in their effects (Miller and Conko 2001). These can raise different challenges 
of timeliness, proportionality, predictability, and consistency – as well as coherence in the 
articulation of conventional risk assessment and precaution. Chapter 4 will provide a detailed 
examination of these issues. 

1.1.3 Resultant questions 

In a field like food safety with its public profile and global importance, these challenges 
introduce very high political, economic and institutional stakes. Each side of the conventional 
risk assessment / precaution contrast is thus characterised, in different ways, by various actors 
for contending purposes. Whatever the details in specific instances, the general effect is to 
compound the prevailing state of confusion, polarisation, and conflict over the appropriate 
approaches to assessment. Yet, despite the complexities, the central challenges seem quite 
clear. In short, any governance framework for food safety must address the following five 
questions: 

a) How can governance address elements of ‘risk’, ‘complexity’, ‘uncertainty’, 
‘ambiguity’, and ‘ignorance’ in ways that are open, coherent, effective, accountable, 
and participatory? 

b) In particular, how can we articulate relatively narrow forms of conventional ‘risk 
assessment’ with more comprehensive forms of assessment suggested by the 
‘precautionary principle’, in a fashion that is coherent, operational, proportionate, and 
consistent with wider governance principles?  

c) What are the appropriate roles for different specialist disciplines, technical procedures, 
institutional designs, and modes of engagement under different forms of assessment and 
at different stages of the governance process, and how should these relate to each other? 

d) How can framing, assessment and evaluation reflect different forms of knowledge, 
contested political-economic interests and socio-cultural values in a balanced fashion, 
such as to provide those who manage a given threat with the broad-based knowledge 
necessary to yield feasible, timely, proportionate and consistent – as well as socially 
legitimate and robust – governance outcomes? 

e) How do the proposals regarding safety governance outlined here relate to existing 
procedures and institutional arrangements in Member States and at EU level? To what 
extent can the proposed framework be accommodated by current arrangements which 
are centred solely on conventional ideas of risk assessment and risk management? 
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Each of these questions will be addressed in forthcoming chapters. In order to provide further 
context for their treatment, the next section will outline the policy imperatives for improved 
food safety governance. 

1.2.  Policy imperatives  

In order to set out the policy imperatives, this section will first highlight some of the major 
recent institutional re-arrangements and efforts into procedural reform in food safety 
regulation and sketch the legal and policy basis on which these changes and reform efforts 
build. In a second step, it will point out certain issues that emerge as essential to the task of 
changing food safety governance to the better. It will do so by reference to the policy 
imperatives identified in the legal and policy documents. In addition it will refer to policy 
imperatives which key stakeholders in the field emphasize on the basis of some years of 
experience since the changes have been introduced. 

The exposition draws on the results of two empirical activities. First, it takes up the insights 
gained in a comparative study of institutional re-arrangements in food safety regulation that 
have taken place over the past decade in Europe. This study includes the EU-level and five 
European countries: Hungary, Sweden, France, the United Kingdom, and Germany6. While 
the results on the EU case are of overriding importance for the purpose of the present 
exercise, insights gained from the country studies will be set forth where appropriate. 
Pertinent are empirical insights in relation to the challenges implied in the division of 
institutional responsibilities for risk assessment and risk management which characterise the 
EU food safety system as well as the French and German systems. The second source of 
empirical information on which the following sections draw is a series of workshops with key 
actors in the field of food safety governance at which a draft version of the governance 
framework presented in this report was put forward for discussion. The feedback events were 
conducted through the autumn of 2006 and involved, successively, industry representatives, 
representatives of NGOs, risk managers, and risk assessors, all of whom were selected from 
across Europe7. 

1.2.1 Recent institutional and procedural reforms in food safety governance 

Over the past decade, food safety regulation at EU-level and in several EU Member States 
represents a highly dynamic policy field, subjecting institutions to considerable pressure to 
demonstrate competence, credibility and fairness in the handling of risk problems. This 
pressure has resulted first of all from the experience of a gradual but substantial withdrawal of 
public trust in both food and those responsible for food safety, following a series of food-
related scares, most notoriously the BSE crisis of the mid 1990s. Since then, food safety 
institutions in Europe have faced a crisis of social legitimacy. Empirical research has shown 
that this crisis has triggered noticeable institutional responses designed to restore public trust 
and social legitimacy.  

There are at least three responses that stand out: First, there is the use of procedural and 
structural mechanisms designed to assure a stricter separation of the risk assessment function 
from political decision making. Providing the public with a mainly independent and 
disinterested expert view about the magnitude of a risk through scientific analysis, and then 
explaining and justifying the regulatory actions that are based on these scientific assessments, 

                                                 
6 The results of this study, also carried out within subproject 5 of the SAFE FOODS project, are presented in Vos 

and Wendler 2006a. At EU-level and in each of the five countries, semi-structured interviews were carried 
out with risk assessors, risk managers, and key stakeholders. A total of 13 interviews were conducted at EU-
level, 12 in Sweden, 16 in the United Kingdom, 23 in Hungary, 24 in France, and 25 in Germany. 

7 For each of the workshops a summary report was produced and circulated to the workshop participants after the 
event to ensure accuracy and provide the opportunity for further feedback. 
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has come to be recognised as a major road to more transparency, accountability and, in 
particular, trustworthiness. In terms of loss of trust, the remedy resorted to in this approach is 
the trust-generating power of what is represented as ‘independent risk assessment’8. 
Safeguarding scientific analysis against distortion by inappropriate policy influences and 
considerations is intended to re-establish and assure the credibility of risk assessment 
activities and results on which risk management decisions are to be based. This approach is 
especially pronounced at EU-level and in those countries, including Germany and France9, 
where responsibility for the functions of risk assessment and risk management has been 
allocated to different institutions.  

This, as the STOA 2000 study points out, clearly contrasts with the practice prior to the ‘BSE-
turning point’, when both EU institutions and EU Member States were neither systematically 
differentiating between activities of risk assessment and risk management, nor did they 
structurally separate organisational or institutional responsibilities (Trichopoulou et al. 2000: 
67). It was normal for the responsibility for assessment and management to be handled by a 
single institution, for those responsible for risk management to be closely involved in 
preparing and deciding scientific characterisations of risks, and for scientific advisors to be 
expected to provide specific advice on particular policy issues (Ibid.). Since that turning point, 
however, the appropriateness of this approach has been challenged in the scientific as well as 
policy communities. The BSE crisis was interpreted as a result, at least partly, of a regulatory 
regime marked by a non-transparent intermingling of the roles of assessment and 
management, and of scientific and non-scientific considerations. The Committee of Inquiry 
into BSE, set up by the European Parliament, in its Medina Ortega report deemed a blurred 
relationship between science and policy and a lack of transparency to have been major 
shortcomings of the EC’s policy – in the years before 1996 – as well as of the British 
approach. It concluded that the EU institutions had given precedence to national interests of 
agriculture and industry at the expense of public health protection (Vos et al. 2005: 100). 

Suspected of abetting partiality and obscurity in dealing with food risk issues, the traditional 
approach of rather seamless scientific and political activities became a subject of intense 
debate, scrutiny, and reform. It is the primary feature of the current institutional framework of 
EU food safety regulation that the responsibilities for assessment and management are divided 
between institutions, with the newly established European Food Safety Authority (EFSA) 
being located in Parma and the European Commission in Brussels.  

A policy of reassurance linked to a partial treatment of scientific information has been 
described as one of the principal shortcomings in the UK’s policy-making on BSE until the 
mid 1990s. It was pursued, despite a lack of certainty that BSE posed no risk to humans, it 
undermined precaution, and it eventually produced a legitimisation crisis when in March 1996 
UK government ministers announced that BSE had most likely been transmitted to humans 
(van Zwanenberg and Millstone 2001). It seems reasonable to assume that the growing 
attention to and communication about scientific uncertainties at the EU-level is at least in 
some part a response to the UK’s critical experiences in terms of a ‘lesson learnt’. 

                                                 
8 While official rhetoric often evokes the idea of ‘science only’ in this respect, scholars in the field of science and 

technology policy have persuasively argued that this model, even in theory, is misleading: The specific 
approach of a particular risk assessment, including e.g. the selection of impacts to assess, the disciplinary 
perspectives to shed light on these impacts, and the choice of more or less conservative safety factors, does 
inevitably involve non-scientific considerations and value judgements, be they explicit or implicit; cp. 
Millstone 2000: 118; Millstone and van Zwanenberg 2002: 603; Jensen and Sandøe 2002; see also the 
NRC’s ‘Red Book’ of 1983 which argues that the description of risk assessment as a strictly scientific 
undertaking was a misconstruction (1983: 150). 

9 In France, however, trust-building appears to rank behind improvement of effectiveness as a rationale for 
separation (Dreyer et al. 2006a: 19). 
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Official EU statements increasingly declare scientific uncertainties to be an important subject 
of assessment, a component of transparency and public communication, and a matter of 
accountability in their own right. An EFSA Working Group has been set up to develop a 
framework for a guidance document dealing with transparency in risk assessment, including 
the way in which adequate information on the strengths and weaknesses of the data used 
could and should be provided (Vos et al. 2005: 69). A 2005 discussion paper by the European 
Commission’s Health and Consumer Protection Directorate General (DG SANCO) critically 
notes that public debate would tend to over-sell science as a source of certainty. In order to 
achieve clearer risk perceptions and a better integration of risk into EU policy debate, 
according to the paper, it is of great importance that the limits on scientific certainty are more 
accurately understood, and that the responsible authorities are able to highlight and 
communicate scientific uncertainties (DG SANCO 2005). 

The more careful consideration of scientific uncertainties can be understood as a second 
resource employed to address a situation of low trust and legitimacy10. Just as the provisions 
for enhancing the independence of risk assessment, it can be described as a results-based 
legitimacy mechanism. 

The EU as well as the UK have also resorted to reforms designed to hold up the procedural 
legitimacy11 of food safety governance by incorporating democratic norms in the risk analysis 
process12. Advancement of the democratic quality of the governance process forms the third 
major response to the situation of “contested governance” (Ansell and Vogel 200613). It is 
formulated on the DG SANCO’s website as follows: “Transparency of legislation and 
effective public consultation are essential elements of building this greater [consumer] 
confidence” (DG SANCO 2007). There are three major modes by which this purpose was 
expected to be served in food safety regulation:  

 making the risk analysis process, including risk assessment, more transparent through 
wider public documentation (including the publication of EFSA’s opinions on the 
Authority’s website); 

 providing more opportunities for the consultation of economic and civil society actors 
in relation to both assessment activities (with EFSA’s Stakeholder Consultative 
Platform taking a prominent position) and management activities (with the Advisory 
Group on the Food Chain and Animal Health taking a prominent position); 

 offering more comprehensible and process-oriented information on risk to the public at 
large, specifically addressing major consumer concerns. 

In short, the shift to procedurally-based legitimacy as a supplement to results-based 
legitimacy includes efforts to provide public access to documentation of both the outcomes 

                                                 
10 Attention to and communication of scientific uncertainties seem to be rarely directly represented as trust-

building measures. However, this point of emphasis usually forms part of official representations of the new 
approach to food safety governance, which typically include more or less specific references to the trust 
issue. 

11 The exposition adopts here the argumentation by Grace Skogstad, who suggests in her analysis of GMO 
regulation in the EU that, “all strategies to render policies acceptable by virtue of democratising the procedures 
by which they are arrived at, can be viewed as input-oriented legitimation” (Skogstad 2003: 324). While the 
“test of appropriateness” under output, or results-based, legitimation standards was the perceived merit of 
policy outcomes, this test under input, or procedure-oriented, legitimation standards was the conformity of 
decision-making procedures with democratic norms of public participation and control (324-325).  

12 The same holds true for the UK and Germany, and, to a lesser extent, for France, which have also declared the 
(re-)establishment of consumer confidence as one objective of their revised food safety policy. 

13 The editors of this book refer to the situation of “both sudden and pervasive loss of trust and legitimacy and an 
uphill battle to restore it” (Ansell and Vogel 2006: 20) as “contested governance” and argue that European 
food safety regulation over the past decade exemplified such a case. 
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and the procedures of both risk management and risk assessment, to consult with commercial 
and civil society actors on a more regular basis and in a more open manner (which contrasts 
with informal and confidential “behind-closed-doors” consultations), and to provide the 
public at large with more targeted information (Dreyer et al. 2006a).  

1.2.2 Governance aspects in need of further improvement  

At EU-level, the most specific and authoritative codification of current structures and 
practices including the institutional re-arrangements and reform efforts set out above is 
provided in the European Parliament and Council Regulation 178/2002 on general principles 
and requirements of food law and setting up the European Food Safety Authority of 2002, 
better known and throughout this report referred to as the “General Food Law” (GFL)14. 
Grounded in a wider regulatory literature (NRC 1983/1996, EPA 1997, CAC 2005), this rests 
on three key pillars. The first pillar is the application of principles of independence, 
objectivity and transparency in risk analysis (as defined in Section 1.1.1), the second pillar is 
the application of the precautionary principle in the face of scientific uncertainty, and the 
third pillar is the resort to public consultation. 

Public consultation directly relates to participation as one of the five normative principles of 
good governance that the European Commission has identified in its White Paper on 
European Governance. It requires governance institutions actively to engage with other social 
groups, from the conception of strategic options right through to the implementation of 
decisions. The four other principles are openness, accountability, effectiveness, and coherence 
(CEC 2001), all of them directly applicable to the good governance of food safety. According 
to the Commission the principle of openness entails clear, accessible communication of the 
nature and rationale for decisions and other governance outcomes. Accountability involves 
clarity over the nature of the reasoning and the allocation of responsibility in legislative and 
executive processes. Effectiveness relates to timeliness, delivering what is needed on the basis 
of clear objectives, and an impact evaluation. It includes issues of subsidiarity and 
proportionality in decision outcomes. Coherence concerns the degree of consistency that can 
be achieved by complex institutional frameworks in addressing even more complex technical, 
social, and natural systems. 

It is important to note that the revised European food safety governance system embedded in 
this legal and policy framework is an evolving system. Many specifications of the recent 
reforms are still very much developing. It is an inherent part of this embryonic stadium of 
change that the challenges of putting the reforms into practice in an effective and politically 
and socially acceptable manner are becoming increasingly visible. The following sections 
address some of these challenges. It will be argued that in order to further implement the 
principles of food safety governance enshrined in the General Food Law and the agenda on 
governance in the European Union several aspects deserve more attention and need further 
improvement.  

1.2.2.1 Reconsideration of the relationship between risk assessment and risk 
management 

As set out above, the division of responsibilities for risk assessment and risk management 
between institutions rests on one of the major pillars of the General Food Law which is the 
application of the principles of independence, objectivity and transparency in risk analysis. 
This substantial institutional re-arrangement is intended to ensure primarily the political 
independence of the risk assessment authority and a disinterested scientific description of 
food safety issues. While separate responsibilities are generally seen as a welcome 

                                                 
14 See discussion in Vos et al. 2005. 
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development, political decision makers, scientific experts, and economic and civil society 
actors increasingly realise that the institutional and geographical segregation of risk 
assessment creates new challenges in terms of organising the relationship with risk 
management. 

In the first couple of years after EFSA’s establishment much of the official rhetoric tended to 
evoke the idea of assessors and managers doing their jobs in strict separation and sequence. 
Various interviewees and also several participants at the workshops with key actors in food 
safety governance stressed, however, that this concept has never presented practical reality in 
which interaction occurs and is deemed necessary. There, obviously, exist tensions between 
public legitimisation needs (insulating science from policy) and practical action requirements. 
Interviews with policy actors and expert advisors at EU-level, in France, and also in Germany 
indicated that the experience with the new institutional divide has increasingly brought to 
light that problems might arise if the need for interaction is not accounted for at specific 
points in the risk governance process (Dreyer et al. 2006a). The two main actors at EU-level, 
EFSA’s Scientific Committee (EFSA 2006a: 9) and the Commission’s DG SANCO, have 
recently explicitly recognised the need for an “efficient and transparent mechanism of 
interaction” between risk assessment and risk management (DG SANCO 2005) 15.  

Interaction is deemed particularly relevant at the start of the risk governance process when a 
problem needs to be defined and the questions and tasks for the risk assessors need to be 
delineated. The interviewed Commission officials emphasized the necessity to be present 
during meetings of EFSA’s panels in order to explain their needs, to better understand the 
reflections of the scientists, to change the terms of reference if EFSA would feel that would be 
necessary to answer the question, and also to make sure that a panel is not stepping in risk 
management issues (Vos et al. 2005: 121). Also in France, the stage of framing the issue and 
of setting the terms of reference has been identified as a critical issue in terms of interaction. 
The French food safety agency, AFSSA, has addressed this issue by introducing ‘quality 
procedures in referral handling’. These include training, ad hoc rather than systematic, of 
ministry personnel by assessors to assist those in the ministry in phrasing referrals properly 
(Mays et al. 2005: 139). 

A second interaction issue, brought to light by the comparative study, relates to the power of 
the risk assessment authorities to publish autonomously. From the interviews, it could be 
concluded that EU and also French and German risk managers have increasingly recognised 
the need for co-operation with the assessment authorities with regard to communicating food 
risks to the public. They expressed a preference for a buffer period before the publication of 
risk assessment opinions and related press announcements during which they could read and 
consider the opinion, and, if required, come back to the assessment authority for clarification 
or discussion of particularly important management issues. This would enable them to reflect 
on the management implications before being dragged into the limelight by the media and to 
provide both the media and the public with informed and coordinated responses16 EFSA and 
the Commission, as well as the German Federal Institute for Risk Assessment (BfR) and the 
Ministry for Consumer Protection, have responded to this need by agreeing informally on 
timely information and consultation (Vos et al. 2005: 136; Böschen et al. 2005: 23). 

                                                 
15 This corresponds with the Codex Working Principles for Risk Analysis which emphasize that risk analysis is 

an iterative process and interaction between risk managers and risks assessors essential for practical 
application (CAC 2005, Art. 9, 102). The NRC’s ‘Red Book’ of 1983 is emphatic on that: “The importance 
of distinguishing between risk assessment and risk management does not imply that they should be isolated 
from each other; in practice they interact, and communication in both directions is desirable and should not 
be disrupted” (1983: 6). 

16 For France see Mays et al. 2005: 64. 
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A third critical issue in terms of interaction was highlighted by German interviewees in 
particular. From the side of management it was described as a special challenge to tune expert 
evaluative advice along the lines of risks being ‘relatively low’ or ‘relatively high’ within the 
wider appreciation of political, economic and social conditions and requirements on which 
risk management decisions are based. To address this challenge of coordinating evaluative 
judgements would require improved interaction and communication between the BfR and the 
risk management authorities (Böschen et al. 2005: 28). Along similar lines, from the side of 
risk assessment an interest was expressed in establishing, in co-operation with the Federal 
Office of Consumer Protection and Food Safety (BVL, the main German risk management 
authority) ‘Best Practices in Evaluation’, which would define who – the BfR, the BVL, or 
both – should be given the task of performing evaluative judgments at the interface between 
assessment and management. Such a practice code could enable managers to implement 
similar or equivalent measures in dealing with similar risks, thus enhancing consistency in 
decision making on risk (Böschen et al. 2005: 13). At the risk assessors’ workshop it was 
underlined that the existence of different cultures of risk assessment in the EU and different 
national perspectives of what constitutes an acceptable risk, would render systematic and 
transparent evaluation, performed jointly by assessors and managers, both a necessity and a 
major challenge (Dreyer et al. 2007b). 

It was generally felt by EU-level assessors and managers whose views were elicited in the 
empirical research (and also by national policy makers and scientific experts) that there is still 
room for improving interaction, especially with regard to the aspects listed above. During 
interviews in the EU-level study it was suggested for example that opening up the interaction 
between EFSA and the Commission on the drafting of the terms of references could allow 
stakeholders to provide knowledge and comments. Most of the participants at the risk 
assessors’ and risk managers’ workshops underlined the need to promote and facilitate 
communication and co-ordination in these respects. In current practice, the interaction 
between EFSA and the Commission occurs mainly in an informal or semi-formal manner and 
is not very transparent and systematic17. Still, several of the workshop participants were 
sceptical of formalising interaction through permanent units or committees. They worried that 
this could end up in further complicating an already highly convoluted governance system18. 

1.2.2.2 Application of the precautionary principle in the face of scientific 
uncertainty 

It was mentioned above, that official representations of EU food safety regulation increasingly 
express commitment to a more systematic recognition and communication of the scientific 
uncertainties that may be involved in the assessment of risks. Much more than in the past, the 
task of scientific expert advisors is seen as including both providing information about what is 
known and about what is not known. At the centre of a more systematic approach to dealing 
with the challenge of scientific uncertainty (as defined in Section 1.1.2) lies the application of 
the precautionary principle, the second major pillar on which the General Food Law rests. In 
codifying and defining the precautionary principle with particular reference to food safety, the 
Law directly addresses the contentious nature of the relationship between risk assessment and 

                                                 
17 In contrast with previous practice, where informal and pragmatic interaction was taken for granted, interaction 

is today more focused on and subjected to restriction and scrutiny. Provisions for the involvement of risk 
managers in the assessment process are one example of this. The respective Article of the General Food Law 
(28 (8)) stipulates that, if invited to do so, representatives of the Commission may assist the discussion 
process for the purpose of clarification of information, but they should not attempt to influence the debate. 
The specific unit within DG SANCO that deals with the relations with EFSA (formerly unit 5) shall fulfil a 
‘watchdog’ function in this respect and prevent Commission officials from overstepping the role of an 
observer who may supply information on request. 

18 This concern was expressed most strongly at the workshop with risk managers (Vos and Wendler 2006b). 
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precaution. Drawing on concepts that are discussed in Section 1.1.2, the Law characterises the 
application of the precautionary principle in the following terms (Art. 7 (1,2))19: 

“1. In specific circumstances where, following an assessment of available information, the 
possibility of harmful effects on health is identified but scientific uncertainty persists, provisional 
risk management measures necessary to ensure the high level of health protection chosen in the 
Community may be adopted, pending further scientific information for a more comprehensive risk 
assessment. 

2. Measures adopted on the basis of paragraph 1 shall be proportionate and no more restrictive of 
trade than is required to achieve the high level of health protection chosen in the Community, 
regard being had to technical and economic feasibility and other factors regarded as legitimate in 
the matter under consideration. The measures shall be reviewed within a reasonable period of 
time, depending on the nature of the risk to life or health identified and the type of scientific 
information needed to clarify the scientific uncertainty and to conduct a more comprehensive risk 
assessment.” [present authors’ emphasis] 

In short, through its references to both more comprehensive risk assessment and provisional 
risk management measures under conditions of persistent uncertainty, the General Food Law 
acknowledges that the precautionary principle is of direct and important relevance to the 
assessment, as well as to the management, of food safety. Although little analysis is provided 
of the detailed rationale, and no examples are given fully to substantiate the concept of ‘more 
comprehensive risk assessment’, the injunction to greater comprehensiveness clearly reflects 
an understanding of the circumscribed status of conventional risk assessment as an approach 
to promote a broader understanding in assessment.  

The empirical findings indicate that while precaution is generally acknowledged as a major 
EU policy-making principle the concept continues to be contested in the actual regulation of 
risk which holds true also for the regulation of food risks. In particular, there is a lack of 
clarity over the ‘triggering’ of the precautionary principle and a related scepticism over the 
possibility of applying the principle in a consistent, predictable and non-arbitrary manner. The 
nature and extent of scientific uncertainty or evidence of the possibility of a serious risk 
required to justify a precautionary approach remains an open question (Vos et al. 2005: 82). 
Another question which is deemed important, but unsettled, concerns the way in which the 
precautionary principle should and could be used in accordance with the principle of 
proportionality when deciding on management measures (Mays et al. 2005: 84).  

The information gained from the interviews with decision makers and scientific advisory 
experts suggests that in current practice the concrete interpretation and application of the 
precautionary principle varies across countries and authorities, and appears highly contingent 
on the respective regulatory framework, on individual cases, and on the respective case 
assessors and managers. Both at EU- and Member State levels, the approach to identifying, 
characterising, and communicating scientific uncertainties and handling them on the basis of 
the precautionary principle is ad hoc and case-specific, rather than systematic and based on 
concrete guidelines. This may be at least partly due to the rather under-specified reasoning 
and implications of the discussion in the General Food Law of the relationship between risk 
assessment and precaution. 

1.2.2.3 Opening up the governance process through public participation 

Public consultation is the third major pillar on which the General Food Law rests. It is 
represented as a response to the circumstance that “food safety and the protection of consumer 
interests are of increasing concern to the general public, non-governmental organisations, 
professional associations, international trading partners and trade organisation” (DG SANCO 

                                                 
19 See discussion in Vos et al. 2005. 
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2007). The Law stipulates that, with the exception of urgent matters, there shall be “open and 
transparent public consultation, directly or through representative bodies, during the 
preparation, evaluation and revision of food law” (Art. 9). Furthermore, it specifies that EFSA 
shall develop “effective contacts with consumer representatives, producer representatives, 
processors, and any other interested parties” in the course of risk assessment (Art. 42). The 
Law is also specific about the participation component in risk management, which is defined 
as being about “weighing policy alternatives in consultation with interested parties” (Art. 3 
(12)). This is in line with the concept of risk communication advocated by the Commission’s 
White Paper on Food Safety which defines it as an interactive and involving dialogue with 
and feedback from stakeholders (CEC 2000b).  

Up to now, one of the most notable changes to the traditional practice of involving interested 
and affected parties has been the fact that the risk assessment phase is being opened up to 
some degree to consultation. This new practice is not accepted unquestioningly. The findings 
of the empirical study show that the inclusion of stakeholders in the course of risk assessment 
is still very much disputed and has an exploratory character. By no means were all 
interviewees convinced about the necessity of having interested parties involved in an activity 
that should be governed by data gathering and analysis, and safeguarded against inappropriate 
non-scientific influences, but nor did they have clear ideas about appropriate ways to do 
justice to this legal imperative (Vos et al. 2005: 189). According to various Commission 
officials who were interviewed in the empirical study, a viable option to greater public 
involvement as regards risk assessment would be to consult stakeholders more regularly at the 
moment of drafting the terms of reference and after presentation of the assessment report (Vos 
et al. 2005: 131). 

Another change from the status quo ante in current consultation practice is represented by the 
greater importance being attached to the representation of consumer interests. At EU-level it 
is institutionalised in the Advisory Group on the Food Chain and Animal Health and the 
Stakeholder Consultative Platform set up by EFSA. EFSA also provides for a formal 
representation of consumer interests at the management level, in the Authority’s Management 
Board. These provisions are generally welcomed by representatives of non-governmental 
organisations (NGOs). Various participants at the NGO workshop pointed, however, to the 
continuing challenges faced by NGOs around unequal power relations and access to resources 
between different actors in food safety governance in which informal contacts behind closed 
doors continue to be of high importance. In particular, the possibility that governance 
questions would be framed by the powerful corporate sector means, in their view, that it is 
important to have formal NGO involvement already at the early stage of the governance 
process when the problem is being defined and the terms of reference set, and certainly at 
those stages at which action needs and ways of action are being deliberated and concluded 
(Ely and Stirling 2006). 

At present, public consultation is mostly organised as stakeholder consultation, giving in 
particular the bigger and more prominent organisations a voice within the framework of the 
Advisory Group on the Food Chain and Animal Health and the Stakeholder Consultative 
Platform20. Several NGO representatives challenged this practice stressing the need to 
recognise and respect the greater diversity of voices, perspectives, and values that are usually 
involved in food safety issues; at the same time they underlined the scarce resources of 
smaller NGOs or citizens to invest on a regular basis in the regulation of food safety (Ely and 
Stirling 2006). In a similar line of argument with regard to incorporating different views in 
society it was noted at the risk assessors’ workshop that decision making at the management 

                                                 
20 To be sure, the Commission also organises regularly public consultations on several topics where everyone is 

invited to give comments. 
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stage would need to be informed by knowledge about risk perceptions, otherwise it was more 
likely to erode public trust (Dreyer et al. 2007b).  

1.3.  Practical aims of the present exercise 

Based on the policy imperatives identified in current legal and policy documents and 
highlighted by interviewees in the empirical studies and by key food safety governance actors 
during the series of workshops described above, certain issues emerge as fundamental to the 
task of improving food safety governance across the European Union. It is these issues that 
will form the normative basis for the General Framework to be introduced in subsequent 
chapters. 

In addition to those questions (a)-(e) outlined in Section 1.1.3 above, a number of further 
questions remain to be addressed in any attempt to develop a truly integrated governance 
framework that will address the requirements of the General Food Law, the White Paper on 
Governance, the multiple forms of less tractable incertitude outlined above and the other 
issues raised by stakeholders. In particular: 

f) How can framing be organised so as to engage stakeholders and the public, and to allow 
different perspectives and priorities to be addressed in policy formulation, in a way that 
addresses ambiguity? 

g) How can interactions and communications between the European Commission, EFSA 
and stakeholders be improved so that assessments are framed and evaluations concluded 
in an effective, open and transparent manner? 

h) Within the activity of assessment: what is the operational definition of ‘persistent 
scientific uncertainty’ as defined in Article 7 of the General Food Law and by what 
practical means can it be characterised in the process of assessment? 

i) Which are the key operational features of ‘more comprehensive risk assessment’ and 
how do they relate to current conventional and alternative available procedures? 

j) How can we decide what constitutes an appropriately ‘high level of health protection’, 
and how exactly does this relate to ‘technical and economic feasibility and other 
factors’? 

k) How can we ensure that the principle of proportionality is upheld in a procedurally 
consistent manner under different situations of persistent uncertainty? 

l) How can the objectives of openness and participation be addressed in an effective and 
proportional way throughout the governance process, especially as regards assessment, 
evaluation and management? 

Together with the earlier questions (a) – (e) – set out in Section 1.1.3 – it is these issues that 
must be addressed by the present candidate design for an integrated general framework for the 
governance of food safety. The following chapters will respond to each of these issues. 
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2. Overview of the General Framework 

A. Ely, A. Stirling, M. Dreyer, O. Renn, E. Vos and F. Wendler 

2.1.  Historical precedents 

Frameworks for food safety governance have evolved through a variety of forms since the 
mid-late 20th century, and it is useful to reflect on these developments prior to introducing the 
General Framework adopted in this report. The simplistic ‘technocratic’ model, wherein 
objective science is seen to directly inform policy making (shown in Figure 2.1), gave way in 
the late 20th century to the less naïve ‘decisionist’ model (shown in Figure 2.2)1. This model, 
which corresponds closely to that illustrated by the National Research Council’s (NRC) ‘Red 
Book’ (NRC 1983), recognised that policy making required inputs other than science in order 
to inform decisions, and that other legitimate factors (such as those relating to socio-political 
and economic objectives) needed to be taken into account in addressing risks. The Red Book 
in 1983 established the division between the scientific aspects (‘risk assessment’) and political 
aspects (’risk management’) within the overall process of risk analysis. This division, and 
several other aspects of the Red Book model, have been adopted across a wide variety of risk 
management fields (Omenn 2003)2. 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 

 
 

The previous chapter (Sect. 1.2.1) has discussed how recent institutional and procedural 
reforms in European food safety governance have continued this trend. The objective of 
promoting ‘independent risk assessment’ within EFSA, as legislated for under the General 
Food Law, has been seen as an important condition for re-building trust in the EU regulatory 
process, especially following the lessons from the BSE crisis. As has been discussed in 
Chapter 1, however, the strict separation of risk assessment and risk management laid down in 
the General Food Law is in practice somewhat blurred.  

                                                 
1 The distinctions between the three models outlined in Figures 2.1-2.3 are taken from Millstone et al. 2004. 
2 It is worth bearing in mind, however, as pointed out in the preceding chapter, that the view of risk assessment 

as a purely scientific exercise was also questioned within the ‚Red Book’ (NRC 1983). 
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Figure 2.1: The ‘technocratic’ model (from Millstone et al. 2004) 

Figure 2.2: The ‘decisionist’ model (from Millstone et al. 2004) 
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Since the widespread diffusion of the risk assessment/risk management distinction, careful 
analyses of the role of science in policy making have increasingly pointed to the importance 
of ‘framing assumptions’ in informing risk assessment. These insights have questioned the 
simple risk assessment/management boundary by pointing to politically-informed decisions 
around how risk assessment should proceed. Such decisions do not necessarily determine the 
outcome of the scientific assessment, but may often circumscribe the scope, or at least the 
minimum scope, of the risk assessors’ deliberations. Millstone et al. (2004) have borrowed 
from the terminology adopted by the Codex Alimentarius Commission to characterise these 
decisions as relating to ‘risk assessment policy’. According to them, such decisions concern 
issues such as: 

- ‘which kinds of impacts are deemed to be within the scope of the assessment and which 
were outside it, 

- which kinds of evidence to include and which to discount, 

- how to interpret the available evidence, 

- how to respond to uncertainties, and 

- how much of different kinds of evidence would be necessary or sufficient to sustain 
different types of judgements.’  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Millstone et al. (2004) have thus proposed a more sophisticated model for understanding 
policy that recognises the formulation of social framing assumptions based on socio-
economic and political considerations. Based on research into science-related trade disputes 
over beef hormones, recombinant bovine growth hormones (rBST) and GM crops they argue 
that policy officials are increasingly articulating a co-evolutionary model that questions the 
over-simplicity of the decisionist model’s artificial distinction of a purely scientific up-stream 
risk assessment phase followed by a down-stream risk management phase. The ‘transparent’ 
model (Figure 2.3) views scientific and socio-political factors as intertwined throughout the 
process of policy making and communication, with reciprocal links between science and 
policy, and recognises the input of various actors at each stage in the process. Millstone et al. 
qualified their use of the word ‘transparent’ by stressing that if current practices in policy 

Social framing 
assumptions 

Risk 
Evaluation 

Risk 
Management 

Risk 
Assessment

Socio-economic and political 
considerations 

Scientific  
considerations 

Technical, economic and social considerations

Policy outcome    
Regulations and 
Communication 

Figure 2.3: The ‘transparent’ model (from Millstone et al. 2004) 
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making around food risks were conducted transparently (which largely they are not), they 
would be seen as operating in accordance with this model. The authors of this report view 
‘framing’ as an important aspect of risk governance. The governance concept they advocate 
aims to build transparency in decision making around European food safety by explicitly 
recognising the function of framing. 

While communication around risks, both with stakeholders and the public, has traditionally 
(at least within the technocratic model) been seen as a separate process, carried out following 
assessment and management, the governance approach adopted by the authors of this report 
views communication as well as engagement with stakeholders and the public, as integrated 
into every stage in the process. This corresponds with the relevant texts in Articles 3 (12, 9) 
and 42 of the General Food Law, as previously discussed in Section 1.2.2. Communication 
and engagement within the advocated governance framework will be covered in more detail 
in Chapters 7 and 8. 

A simplified representation of the governance framework is illustrated in Figure 2.4 below 
(the complete and detailed framework is outlined in Figure 2.8), highlighting the successive 
stages of framing, assessment, evaluation, and management. Each of these stages fulfils 
specific roles within food safety governance, engaging stakeholders in the ways most 
appropriate to ensure the principles of good governance outlined in Chapter 1 (as will be 
covered in more detail in Chapter 7). The following three sections of this chapter will be 
dedicated to outlining the function and procedural aspects of each of these stages, before they 
are discussed in more detail in Chapters 3-5. The two sections subsequent to this stage-related 
outline will provide an overview of the major aspects of the cross-cutting activities of 
communication and participation. 

 
 

Figure 2.4: A simplified representation of the General Framework for food safety governance in Europe 
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2.2. The General Framework – a schematic picture 

In broad terms, the proposed framework includes the well-established stages of risk analysis 
described above, here referred to as Assessment and Management. Moreover, as the 
representation in Figure 2.4 shows, the framework renders the established linear structure – in 
common with other contemporary conceptions of risk governance3 – into an open, cyclical, 
iterative and interlinked process. In this respect, there is particular resonance with the broad 
frameworks currently emerging under the auspices of the International Risk Governance 
Council (IRGC) (IRGC 2005). Furthermore, it includes two additional governance stages: 
firstly, Framing which relates to risk assessment policy (in the terminology adopted by Codex 
Alimentarius and Millstone et al. 2004), and, secondly Evaluation which relates to the process 
of assimilating and deliberating upon the outputs of the assessment phase and considering the 
tolerability or acceptability of a given threat more explicitly in the governance cycle. These 
two stages act to promote efficient and transparent mechanisms of interaction between risk 
assessment and risk management. All steps of the cycle are interlinked and involve multi-
actor engagement processes that are specified in later parts of this document. 

Several points are important to note at the outset, prior to the description of the advocated 
framework. The first is that this framework distinguishes between the precautionary 
principle, precautionary assessment and prevention. Section 1.1.2 focussed on the problem of 
the conditions under which the precautionary principle might be triggered by assessments of 
uncertainty. For the purpose of this report, and in line with the definitions given by the 
European Court of Justice and the General Food Law (Art. 7), we consider the precautionary 
principle to be a general governance principle employed in framing the overall process of 
framing, assessment, evaluation and management. In particular, as will be explained, 
precaution applies to the ‘Screening’ of food safety ‘threats’4 for the properties of seriousness 
or uncertainty in order to determine their subsequent treatment in assessment and 
management. Precautionary assessment consists of a ‘more comprehensive’ approach to 
assessment (as discussed in the previous chapter), adopted in cases where screening has 
identified a lack of scientific certainty of the kind referred to in the General Food Law. 
Prevention refers to the approach that is taken when a food safety threat is identified as being 
both serious and certain. 

Secondly, it is important to note at the outset that the present integrated framework is 
primarily designed to address the regulation (including licensing) of food products, 
production methods, industrial processes and commercial practices. This is an extremely 
broad field. However, it does exclude certain important areas of regulatory activity, such as 
cases where developments are driven by urgent need directly to respond to particular 
emerging ‘food scares’. In this latter case assessment does not necessarily begin with a 
particular identifiable product, process or practice. Instead, attention starts with a less readily 
characterisable social or public health phenomenon, for which causal relationships with 
particular products processes or practices may be difficult to establish. Under such conditions 
– though the present framework will not be irrelevant – certain additional features will be 
necessary, which lie beyond the scope of the present exercise. 

It is further important to note that the implementation of the procedural provisions envisaged 
by the General Framework does not necessarily require institutional changes but could be 
effected through the currently existing institutional arrangements. While the General 
Framework outlined here introduces certain innovative elements, especially at the interface 
between risk assessment and risk management, it generally fits into the existing legal and 

                                                 
3 Prime Minister's Strategy Unit / UK Cabinet Office 2002; NRC 1983; Royal Commission on Environmental 

Pollution (RCEP) 1998. 
4 For a definition of the term ‘threat’ see Sect. 4.1. 
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institutional framework of European food safety regulation as defined by the General Food 
Law and other, more case-specific pieces of framework legislation (such as the regulations 
and directives setting out the procedures for the authorisation of GMO products) as well as the 
current structures and practices of food safety regulation at the European level (cp. Vos et al. 
2005). Against this background, it is the intention of the proposed General Framework to 
make recommendations especially for the improvement of practices and approaches within 
the conduct of risk regulation, while complying with, and further implementing the key 
principles of the General Food Law and other relevant legislation and case law. 

The limited institutional adaptations that will be suggested would, however, facilitate the 
working of the proposed procedural reforms. In the following chapters, we refer to two major 
adaptations: a Screening Unit and a Panel on Concern Assessment within EFSA as part of a 
proposal for the improvement of the capacities of EFSA to fulfil the functions foreseen in the 
General Framework, and two food safety interface institutions to improve the inclusiveness, 
transparency and coherence of the setting of terms of reference and evaluation. The latter 
comprise an Internet Forum (an online function, managed by the Commission that allows 
open and transparent communication between the Commission, EFSA, Member States and 
wider stakeholder groups) and an Interface Committee (which may take two different forms). 
These limited institutional changes are discussed in detail in Chapter 6. 

2.3.  An overview of framing: review, referral and terms of reference 

‘Framing’ refers largely to what may be called the ‘meta-level’ of food safety governance, 
involving the whole range of processes concerning the iterative design and development of 
the framework conditions of regulation in the face of new learning and feedback between the 
various processes, both through binding rules and non-binding conventions. By explicitly 
including this as an element in the General Framework, it is acknowledged that the 
implementation of food safety governance takes place at a number of organizational, legal and 
discursive levels that lie outside the detailed focus of this report (for example within Codex 
Alimentarius or the World Trade Organisation, WTO). Framing is made up of three activities 
– ‘review’ of the technical and institutional conditions relating to food safety in its broadest 
sense, ‘referral’ of specific threats to EFSA for the process of screening, and the setting of 
‘terms of reference’, upon which EFSA will base their assessment. These are represented 
diagrammatically in Figure 2.5. 
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Figure 2.5: The stages of framing, in relation to the rest of the governance cycle 

2.3.1 Review 

Review sets the structure of the legal and institutional design with respect to responsibilities, 
rights, obligations, division of labour, prescribed procedures, and oversight activities. It also 
includes the dynamic aspect of incorporating structural changes over time and is closely 
related to the underlying philosophy of food safety governance. Review thus involves 
activities such as the development and enactment of laws and regulations (e.g. the European 
Community’s General Food Law and its regulations on genetically modified food), the 
generation and use of legal principles (such as the Precautionary Principle), the determination 
of scientific conventions (such as statistical procedures), the establishment of predominant 
procedural perspectives (such as the three-step risk analysis process), and also the review of 
the conduct of the safety governance process as a whole. All of these activities have an impact 
on how the concrete design of the governance framework is spelled out and changes over 
time. The European Community bodies are obviously highly influential in these framing 
activities, but also global organisations, the WTO and the Codex Alimentarius Commission, 
in particular, and also the Member States exercise an influence. 

2.3.2 Referral 

In contrast to the structural conditions under which regulation takes place, the step referred to 
as ‘referral’ focuses on the concrete processes and procedures by which food safety problems 
are identified, formulated, and initially referred to EFSA for screening and assessment. 
Referral is based upon the legally prescribed regulatory framework of a product, a production 
method, an industrial process, or a commercial practice. Once such a substance, process or 
outcome is identified as possibly being subject to regulatory actions on the basis of the 
general legislative provisions (on the basis of Art. 29, GFL), and has to be submitted to 
specific licensing, certification, or testing whether all standards are met, it is forwarded to 
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EFSA for screening. Referral may hence be performed by applying existing laws or 
regulations or by initiating preliminary regulatory procedures resulting possibly in 
modifications of existing or even the drafting of news acts by the European institutions. The 
process of referral will often fall to the Commission or to Member States, however the 
establishment of the Internet Forum and Interface Committee will also allow the opening up 
of referral to a wider range of stakeholders. It is understood that in cases of self-tasking by 
EFSA, which are prescribed by Art. 29(1) (b) of the General Food Law, this step is omitted 
and the food safety governance cycle starts at the stage of screening. 

2.3.3 Terms of reference 

Screening, which is carried out by EFSA and is thus described further in the following section 
on ‘Assessment’, involves the preliminary characterisation of the threat in question in order to 
select the most appropriate form(s) of assessment. This assessment must be based on specific 
and detailed ‘terms of reference’ (which are formulated based on an exchange of opinions by 
the Commission as the manager, EFSA as the assessor and the relevant stakeholders). It is 
during this process of setting terms of reference that residual uncertainties or data gaps in 
relation to a threat may be identified, or specific participatory procedures or consultations 
with external experts may be requested to form part of assessment. The terms of reference 
will be informed by the insights gained through the screening exercise in relation to what 
constitutes the most appropriate, efficient and proportionate form of more detailed 
assessment. While the drafting of the terms of reference is currently undertaken either by a 
specific unit of DG SANCO (in cases of a request by the Commission), or by the originator of 
a request, it is the intention of the proposed framework that this step should involve both, 
assessment actors and managers in conjunction with representatives of key stakeholder 
groups. While DG SANCO may retain the overall responsibility for the drafting process, the 
Internet Forum and the Interface Committee will allow these other actors the opportunity to 
influence and monitor the process. 

2.4.  An overview of assessment 

A key element in the broader process of food safety governance lies in the assessment of risks 
and benefits from alternative products, processes, investments, standards, regulations, and 
strategies. In this document, we consistently use the broad term assessment (as opposed to  
‘risk assessment’  or  ‘conventional risk assessment’) to refer to the process of gathering, 
eliciting, synthesising and deliberating over information and perspectives that are pertinent to 
governance decisions. Assessment therefore subsumes, with other methods which will be 
described in more detail below, the conventional procedures of ‘risk assessment’ as variously 
defined. It is foremost assessment that informs, substantiates and justifies governance 
decisions, policies and wider institutional practices and commitments. As such, assessment 
helps ensure coherence, inform openness and provide accountability.  

2.4.1 Screening 

EFSA will receive its initial mandate to assess a given food safety threat through the process 
of referral outlined above. The first stage in the subsequent assessment is that of screening, in 
which the most appropriate approach to assessment is identified. During the screening stage, 
which follows after ‘referral’, key features of the food safety threat in question are identified 
and pre-classified in advance of actual ‘assessment’. In the interests of openness, 
effectiveness and proportionality, the attributes of seriousness, uncertainty, and ambiguity are 
used to identify the most appropriate approach to a more detailed assessment and to help 
prioritise attention to different threats. This essential activity relates to established notions of 
‘preliminary risk assessment’ in discussions under the auspices of the WTO and elsewhere, 
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which can be either quantitative or qualitative in form. Through its identification with the task 
of hazard identification, it is intended that this task should be undertaken by a specific unit of 
EFSA, in cooperation between the Scientific Committee or Panel and the scientific expert 
services. The screening process collects what is already known about the substance, process 
or activity (i.e., about the source of threat under consideration), characterizes the main hazard 
properties and suggests the appropriate assessment approach to which the threat should be 
submitted. The outcome of the screening process informs, as already explained above, the 
terms of reference. 

In order to address the challenges outlined in Section 1.1 (surrounding uncertainty, ambiguity 
and ignorance), assessment within our framework includes three novel approaches in addition 
to the conventional risk assessment procedure. These approaches address threats which are 
certainly and unambiguously serious calling for a presumption of prevention, threats subject 
to scientific uncertainty calling for a precautionary assessment, and threats subject to socio-
political ambiguity calling for a concern assessment (in which systematic knowledge is 
collected about risk perceptions by individuals and groups, socio-economic impacts and other 
information related to the threat source). We propose that the process of screening threats to 
identify which of these (or conventional risk assessment) is most appropriate should be 
carried out within EFSA, by individuals who have expertise not only in technical risk 
assessment but also in issues relating to public concerns (usually associated with the social 
sciences). 

Based on the screening process and drawing upon stakeholder perspectives sought through the 
Internet Forum and Interface Committee, the terms of reference will be drafted (as mentioned 
above). These will include a detailed description of which approach to assessment should be 
followed by EFSA in order to address various aspects of the threat in question. 

2.4.2 The four approaches to assessment 

The four different approaches to assessment are shown in figure 2.6 below. Each assessment 
approach is designed to gather the information necessary for making adequate and prudent 
governance decisions in different contexts. Where a given threat displays a number of 
different attributes, these different aspects may be allocated to parallel treatment by different 
types of assessment.  

If the threats in question are certainly and unambiguously serious (illustrated by the question 
“serious?” in the screening stage of the diagram below), i.e. significant harm is to be expected 
with almost certainty, then, subject only to consideration of any overriding justification, they 
are assigned directly to preventive measures. If the threats in question are minor, and 
quantitative data about probabilities and magnitudes is either available or easy to produce, 
then they are assigned directly to risk-based assessment. Here there may be a presumption in 
favour of approval, subject to evaluation and management considerations around the 
complexity and scale of the threat in question.  

If screening is unable to allocate threats to straightforward preventive measures or to risk-
based assessment, then more comprehensive assessment procedures are recommended. If a 
lack of scientific certainty has been identified in screening (illustrated by the question 
“uncertain?” in the same diagram), then the subsequent approach to assessment is 
precautionary. If socio-political ambiguity (illustrated by the question “ambiguous?”) has 
been identified, then a process of concern assessment is adopted in subsequent assessment. 
Both conditions (uncertainty and ambiguity) can apply at the same time and for the same 
assessment candidate. In this case both approaches, i.e. the precautionary assessment 
approach and the concern assessment approach, need to be combined. Each of the four 
assessment approaches are discussed in more detail in Chapter 4. 
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Figure 2.6: The four approaches to assessment, and their relationship to screening and the other stages in 
the governacce cycle 

2.5.  An overview of evaluation 

The step of ‘Evaluation’ which follows after the assessment stage is undertaken on the 
grounds of provisions of the General Food Law (Art. 3 (12)) requiring risk managers to 
consider ‘other legitimate factors’ (i.e., wider societal and economic concerns) in addition to 
the results of the scientific risk assessment. Evaluation serves two main purposes: 

- first, to reach a balanced, value-based judgment on the tolerability or acceptability of a 
given food safety threat, or to perform a trade-off analysis of a set of functional 
equivalents (of the product, process, or practice which is the threat source under 
consideration); 

- second, to initiate (if deemed necessary) a management process and make preliminary 
suggestions for the most suitable management approach.  

The term ‘tolerable’ refers to an activity that is seen as warranted on the grounds of 
associated benefits, yet which requires additional measures in order to reduce the threat below 
reasonable limits. The term ‘acceptable’ refers to an activity where any residual threat is so 
low that additional measures for mitigating the threat are not seen as necessary. To draw the 
line between ‘intolerable’ and ‘tolerable’, as well as ‘tolerable’ and ‘acceptable’, is one of the 
most difficult tasks in the governance of food safety. 

The tolerability or acceptability judgement is informed by the results of the assessment 
process but it is not determined by it. Other important considerations on wider social and 
economic factors may be included transparently in the balancing process. The main elements 
of this process are: 
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- the summarizing of the results of the assessment process in terms of the likely 
consequences for food safety or other relevant endpoints (such as environmental quality, 
nutrition etc.) if no management measures were taken; 

- deliberation over these results in consideration of wider social and economic factors 
(e.g. benefits, societal needs, quality of life factors, sustainability, distribution of risks 
and benefits, social mobilization and conflict potential), legal requirements and policy 
imperatives; 

- weighing pros and cons and trading-off different (sometimes competing or even 
conflicting) preferences, interests, and values. 

While assessment deals with knowledge claims (around what are the causes, and what are the 
effects), evaluation deals with value claims (around what is good, acceptable, and tolerable). 
Defined as a tolerability or acceptability judgement, evaluation takes up and at the same time 
specifies what the General Food Law refers to as the task of ‘weighing policy alternatives in 
consultation with interested parties, considering risk assessment and other legitimate factors’. 
While the General Food Law determines this task as an element of risk management 
alongside ‘if need be, selecting appropriate prevention and control options ‘, the General 
Framework, as it is presented here, refers to it as a separate step in the overall safety 
governance process mediating between the two stages of assessment and management5. 
Ideally, this step should, like the setting of terms of reference, involve both assessment actors 
and managers in conjunction with representatives of key stakeholder groups. This is best 
accomplished through the application of the Internet Forum in order to open up evaluation to 
the widest possible values base, and the Interface Committee to enable direct co-ordination 
between managers, assessors, and stakeholders. 

2.6.  An overview of management 

As in conventional understandings of the governance of food safety, the final major stage 
envisaged by the General Framework is ‘Management’. As a part of the framework presented 
here, it has essentially the same meaning as the definition given in the General Food Law 
(Art. 3(12)) and is, therefore, conducted by both the Commission and the Member States. 
Based on the output of the evaluation exercise, it is at this point that decisions on management 
measures are taken. This requires the consideration of policy choices among contending 
possible management measures. Such measures may include numerical limits for 
concentrations of substances in food items, standards for production and consumption, 
performance control, food preparation guidelines, monetary incentives, labels, and others. In 
some ways, this is analogous to the process already undertaken in assessment and evaluation. 
Here, however, the information is based on the positive and negative implications of a series 
of different regulatory interventions and not of particular threats. Depending on the context, 
the relevant information might best be gathered through assessment, by reference to the most 
relevant measures. In other cases, it will be necessary to undertake this information-gathering 

                                                 
5 Handling threats will inevitably be directed by evidence claims and normative claims. It is true that providing 

evidence is always contingent on existing normative axioms and social conventions. Likewise, normative 
positions are always enlightened by assumptions about reality (Ravetz 1999: 647-653). The fact that 
evidence is never value-free and that values are never void of assumptions about evidence does not 
compromise the need for a functional distinction between the two. For handling threats one is forced to 
distinguish between what is likely to be expected when selecting option  X rather than option Y, on one 
hand, and what is more desirable or tolerable: the consequences of option X or option Y, on the other hand. 
It is hence highly advisable to maintain the classic distinction between evidence and values, and also to 
affirm that justifying claims for evidence versus values involves different routes of legitimisation and 
validation. This is one of the main reasons for making an analytical distinction between assessment, 
evaluation and management. 
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process at the management stage in addition – and as a complement – to the evidence 
gathered during assessment. 

Either way, the series of steps involved in the decision-making process around management 
measures is as follows (IRGC 2005: 40-48): 

- identification of possible measures (with special consideration of the suggestions made 
during the evaluation stage); 

- assessment of measures (with respect to predefined criteria); 

- evaluation of measures; 

- selection of one or more appropriate measures. 

As in the assessment stage, there are various approaches to management which may be more 
or less appropriate in dealing with decision-making around specific measures. These broadly 
follow similar themes to the assessment approaches outlined in Section 2.4 above, but the 
assessment approach for a specific threat that was identified in screening does not 
automatically determine the most appropriate management approach. The process of 
evaluation, especially through eliciting value preferences around tolerability and acceptability 
from stakeholders, will play a large part in determining the appropriate management 
approach. The finer details of this process are discussed in Chapter 5 on evaluation and 
management. 

In the broader understanding of management, this stage involves two more steps:  

- implementation of measures, and 

- the monitoring of how these measures perform in practice. 

Note that monitoring the outputs and effectiveness of management may lead to problems to be 
reframed, thus completing the food safety governance cycle. 

The stage of management, along with its institutional base (primarily the European 
Commission and Member States) and the relationship to other stages in the governance 
process, is illustrated in Figure 2.7 below. 
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Figure 2.7: The primary features of management and their relationship with the other stages in the 
governance cycle 

2.7.  An overview of communication and participation 

Effective communication and public involvement are at the core of any successful activity to 
assess and manage food safety threats. Both tasks are placed in the middle of the food safety 
governance cycle (see Figure 2.4). They constitute integral parts of all four stages: framing, 
assessment, evaluation, and management. In particular, the General Framework advocates to 
replace the traditional paradigm of collecting data, decision making and defending what has 
been decided by a new concept of an open and transparent governance process, enriched by 
multiple opportunities for stakeholders to feed back their knowledge and values, and a 
constant activity to communicate information on process as well as results to a wider public 
(IRGC 2005: 54). 

The field of risk communication initially developed as a means of investigating how expert 
assessments could be communicated to the public best, so that the tension between public 
perceptions and expert judgement could be bridged. In the course of time, this original 
objective of educating the public about risks has been modified and even reversed. The 
professional risk community has realised that most members of the public refused to become 
‘educated’ by the experts, but rather insisted on alternative positions and risk management 
practices being selected by the professional community in their attempt to reduce and manage 
food safety threats (Leiss 1996: 85ff; Plough and Krimsky 1987).  

The General Framework provides for communication about food safety threats throughout the 
governance cycle, from the framing of the issue to the monitoring of the management 
impacts. The precise form of communication needs to reflect the nature of the threats under 
consideration, their context and whether they arouse, or could arouse, societal concern. 
Communication, as advocated by the General Framework, is a means of ensuring that: 
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 Those who are central to framing, assessment, evaluation, or management understand 
what is happening, how they are to be involved, and, where appropriate, what their 
responsibilities are (internal communication).  

 Others outside the immediate processes of framing, assessment, evaluation, or 
management are informed and engaged (external communication). 

Although food safety communication implies a stronger role for the risk professionals to 
provide information to the public rather than vice versa, the governance framework, as it is 
proposed here, regards it as a mutual learning process in line with the requirements of good 
governance including transparency, accountability, and legitimacy. Concerns, perceptions and 
experiential knowledge of the targeted audience(s) should thus guide assessors and managers 
in their selection of topics and subjects: it is not the task of the communicators to decide what 
people need to know, but to respond to questions of what people want to know6. 
Communication on food safety threats requires professional performance both by food safety 
and communication experts. Scientists, communication specialists, and regulators are 
encouraged to take a much more prominent role in food safety communication, because 
effective communication can make a strong contribution to the success of comprehensive and 
responsible food safety governance. 

In addition to the need for food safety communication at all stages, the General Framework 
provides input on all governance levels from a diversity of social groups. It promotes the idea 
of inclusive governance understood as the obligation to ensure the early and meaningful 
involvement of all stakeholders and, in particular, civil society (Jasanoff 1993: 123-129). 
Inclusive governance is based on the assumption that affected and interested parties have 
something to contribute to the governance process and that mutual communication and 
exchange of ideas, assessments and evaluations improve the final decisions, rather than 
impede the decision-making process or compromise the quality of scientific input and the 
legitimacy of legal requirements7. As the term governance implies, analysing and managing 
food safety threats cannot be confined to private companies and regulatory agencies. It rather 
involves a wider array of actors: political decision makers, scientists, economic players, and 
civil society actors. 

There are two major provisions envisioned in the proposed governance framework to further 
improve the interaction of these actors. The first of these are the ‘food safety interface 
institutions’, the ‘Internet Forum’, and the ‘Interface Committee’. They present permanent 
deliberation and consultation platforms to facilitate the coordination between assessment and 
management and to address the concerns of corporate and civil society actors throughout the 
governance process. The ‘Internet Forum’, our basic recommendation for creating a food 
safety interface structure, should act as a site for the dissemination of information associated 
with every stage in the governance process in order to promote the governance principles of 
openness and accountability. It should be designed in such a way as to facilitate proportionate 
deliberation between the core institutions of food safety governance with stakeholders and 
citizens. The modalities for ensuring effective, but proportionate, deliberation through this 
route are outlined in Chapter 6. It should provide an outlet for framing (e.g. referring to the 
appropriate European and international frameworks at issue). It can act as a dissemination and 
deliberation mode for the outputs of EFSA’s engagement activities, particularly the 
Stakeholder Consultative Platform (formalized membership), annual colloquia (by 
invite/expressions of interest), technical meetings (by invite/expressions of interest), and 
science conferences and scientific colloquia (by invite). In addition, many of EFSA’s current 
practices for public consultations and requests for data should be made more easily available 

                                                 
6 For an explanation of the ‚right-to-know’ concept, see Baram 1984. 
7 Similar arguments in Webler 1999 and Renn 2004. 
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to risk managers and stakeholders through hosting on the Internet Forum. These include 
various activities linked to assessment, such as EFSA’s Pesticide Risk Assessment Peer 
Review (PRAPeR, 40-day consultation for new pesticide draft assessment reports), public 
consultations on genetically modified organisms (GMOs), additives, products and substances 
in animal feed, biological hazards, science committee consultations, requests for data on 
scientific issues, corporate events, and ‘Porte Aperte’ (engagement with the public in the 
Parma region)8. The forum would also act as a site where the Commission’s consultations and 
decisions could be relayed transparently to the European public, allowing accountable 
demonstration of effectiveness and coherence in decision making. We propose to combine the 
Internet Forum with an ‘Interface Committee’ (which is discussed in two variants with 
different degrees of formalisation and scope of mandate in Chapter 6). This committee would 
bear responsibilities for the two interface activities of setting the terms of reference and 
evaluation, and composed of representatives of the Commission, EFSA and key stakeholder 
groups. 

Specific food safety cases may require that participation through the Internet Forum and the 
Interface Committee is complemented by additional participatory instruments. As a second 
major provision to improve further the involvement of corporate and civil society groups into 
the governance process, the General Framework offers a default assumption that under the 
conditions of high levels of scientific uncertainty and/or socio-political ambiguity, the use of 
further participatory processes is required. Chapter 7 provides an outline of the implications 
for participation of such challenging cases in relation to each of the four governance stages. 

2.8.  Summary 

As has been stressed throughout the preceding sections, it is important within an open, 
iterative governance cycle that the system can adapt in the event that new uncertainties or 
ambiguities are identified. In certain cases, this may require feedback from later stages of the 
governance cycle to earlier stages, so that improvements can be made and problems averted. 
Specific examples of where this may be appropriate include: 

- the possibility of reframing assessment – through the formulation of additional or altered 
terms of reference – following evaluation; 

- the identification of gaps in knowledge about threats at the stages of evaluation or 
management, which will require further assessment to be carried out. In these cases 
terms of reference will need to be drawn up afresh through consultation and discussion 
within the Interface Committee. 

- the identification of gaps in knowledge about management measures, which will 
necessitate targeted assessment by EFSA of the possible implications of these measures. 
Again, this will require the formulation of new terms of reference by the Interface 
Committee, with the opportunity of input from the Internet Forum. 

Figure 2.8 below illustrates the entire General Framework for food safety governance that has 
been presented above, including the various components of framing, assessment, evaluation 
and management, the cross-cutting activities of food safety communication and public 
involvement, the full set of possible interactions and feedback between all of these stages and 
the institutional bases to which the various tasks are allocated. The following chapters will 
take each of these in turn and discuss their associated procedures and practices in more detail. 

 

                                                 
8 http://www.efsa.europa.eu/en/stakeholders_efsa/participating.html, accessed on 10/4/2007. 
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Figure 2.8: A detailed representation of the General Framework, including the institutional allocation of 
tasks 
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3. The Process of Framing 

A. Ely, A. Stirling, F. Wendler and E. Vos 

3.1.  Introduction 

The previous chapter discussed various studies (Millstone et al. 2004) which have highlighted 
the importance of risk assessment policy in influencing decisions around food and 
environmental safety. Risk assessment policy is the term used by the Codex Alimentarius 
Commission to describe ‘documented guidelines on the choice of options and associated 
judgements for their application at appropriate decision points in the risk assessment such that 
the scientific integrity of the process is maintained’ (Codex Alimentarius Commission 2005). 
Codex views this as an activity that guides the scope and purpose of the risk assessment, for 
example by setting out the remit, who should participate, the questions that need  addressing, 
how uncertainties should be dealt with, the factors that the assessors need to consider, the 
output form, and possible alternative outputs. From the point of view of Codex, risk 
assessment policy is a task to be carried out by risk managers. However, as set out in previous 
chapters, empirical insights into current practice of EU food safety governance have shown 
that risk assessment policy is a task already de facto shared between risk managers and risk 
assessors, with various initiatives of EFSA to take the lead to develop common approaches 
towards risk assessment, and to make risk assessment more harmonised and transparent. 
Therefore, it appears that EFSA has started to play a role in developing its own risk 
assessment policy, which is driven less by requests of risk managers than by its own priorities 
and insights (Vos and Wendler 2006a: 86). Against the background of these insights, the 
General Framework recommends that risk assessment policy should be understood as a task to 
be undertaken jointly by risk assessors and risk managers, in a fashion that is transparent to 
and takes account of inputs from a wide range of stakeholders. Risk assessment policy, 
according to the General Framework proposed here, therefore falls within the process of 
framing, which is carried out as a cooperative exercise within the interface between risk 
assessment and risk management, for which a specific institutional set-up is proposed by the 
General Framework (the details of which will be discussed in Chapter 6). The General 
Framework also recognises that this process of setting EU risk assessment policy involves, 
either directly or indirectly, supranational organisations like Codex, as well as a variety of 
actors at national and EU levels. 

Generally, the food safety governance activities represented by the framework in Figure 2.8 
are subject to various institutional and legal arrangements concerned with the assignment of 
responsibilities and the articulation of rights and obligations. The specific relevance of 
framing within this structure, as illustrated by the cyclical nature of the framework, lies in the 
fact that these processes are open to design, iterative development in the face of new learning, 
and to feedback between various stages in the process in response to regulatory oversight 
activities. The design and development of the process itself are guided by Directives, 
Decisions, Regulations, and other European legal instruments and principles – which 
themselves can all become subject to change – and are moreover shaped by non-binding 
frames such as conventions, prominent perspectives and orientations, as well as by 
international influences. By explicitly including this as an element in the proposed framework 
within framing, it is acknowledged that the application of the precautionary principle as a 
general governance principle takes place at a number of organisational, legal and discursive 
levels, including institutional structure, process implementation and the exercise of 
administrative discretion.  
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Scholars in the fields of sociology and, in particular, science and technology studies (STS) 
have adopted the analytic term ‘frame’ or ‘framing’ to describe the ways in which 
individuals’ or social groups’ world views, or the conditions under which they operate, can 
influence the production and/or interpretation of data or knowledge (van Zwanenberg and 
Millstone 2005: 29; Jasanoff 2005: 23)1. More recently scholars have applied this concept to 
empirical studies of science in policy making2. Within the process of framing described here, 
we identify a number of stages, which are described briefly below and illustrated in Figure 
3.1: 

- Review – the ongoing process of adapting and improving the arrangements for food 
safety governance within the EU to respond to the global contexts in which they are 
situated. These contexts are made up not only of developments in scientific 
understanding (based in part on monitoring the effectiveness and consequences of 
existing management measures and on emerging upstream/basic research findings) but 
also of shifting socio-political, legal and institutional contexts at national, EU and 
supranational levels. Review does not apply to specific cases as much as to the 
regulatory structures within which these cases are dealt with. 

- Referral – the process of referring a specific case (be it a new food product, production 
method, industrial process, or commercial practice) to EFSA for screening and later for 
assessment. According to the rules laid down in the General Food Law, this may be 
carried out by the European Commission, by individual Member States, or, in the case 
of self-tasking, by EFSA itself. 

- Terms of Reference – the process of setting detailed terms of reference, including 
information on the most appropriate assessment approaches for a specific case, upon 
which EFSA should act and issue a scientific opinion. 

Each of these will now be dealt with in turn in order to outline the associated procedural 
arrangements and the salient aspects of their design. 

                                                 
1 The concept of a ‘framing assumption’ was first used by the sociologist Erving Goffman in Goffman 1974. 
2 See van Zwanenberg and Millstone 2005; Jasanoff 2005; Levidow et al. 1997; Wynne 1995. 
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Figure 3.1: The General Framework with an emphasis 
on the stages and institutional settings of framing 

3.2.  Review 

The term framing will henceforth refer both to collectively binding rules and non-binding 
conventions and prominent perspectives. Within this process, we first identify and define the 
stage of ‘review’. Review describes the constant vigilance of regulators to new scientific 
evidence, technological developments, changing socio-political conditions or altered 
international regulatory frameworks and, subsequently, aims to produce timely responses to 
these dynamics. Thus, one aspect of review involves the legislative actors of the EU 
concerned with the formulation of binding rules in the form of European Directives, 
Decisions and Regulations which form the basis for the design of arrangements for handling 
specific products or processes (e.g. in terms of setting the rules for comitology procedures, 
defining the division of roles between Commission / EFSA, and setting out the respective 
functions and responsibilities of stakeholders and Member States). As such, the actors 
involved in the process of review are primarily the European Parliament, the Council, and the 
Commission (as the main actors responsible for legislative procedures), but also EFSA as the 
main responsible actor in the field of risk assessment. All of these actors are furthermore 
required to consider the input from a wide variety of European stakeholders. At the same 
time, international actors also have an input in this process of review3. The Codex 
Alimentarius Commission is of major significance because of their increasing importance 
under WTO law. In this way, the sharing and transfer of emerging new scientific evidence and 

                                                 
3 The main existing point of reference for this influence is the requirement set out in the GFL that international 

standards shall be taken into consideration in the development or adaptation of food law (Art. 5(3)). See in 
more detail Chapter 6. 



 40

technological developments at international level are intrinsic to the conduct of review4. With 
regard to institutional arrangements, it is therefore clear that the factors affecting review 
cannot be identified with a single existing procedure or set of institutions, but refer to a range 
of existing processes and institutions that are relevant for setting the framework conditions of 
food safety governance. Above all, this is the adoption of framework legislation both of a 
general scope and individual legislative acts setting out procedural requirements for specific 
policy areas. Other relevant procedural arrangements that fit within the context of review are 
created not through full legislative procedures, but by single executive acts5. There are also 
examples of review which do not necessarily have a legal character, but are adopted in the 
form of declarations, guidance documents, or communications6. 

Another aspect of review encompasses certain elements of risk assessment policy in that it 
influences or frames7 the forms of knowledge that are gathered in the assessment process. 
Within the General Framework, assessment is further framed by a process (covered in detail 
in the next chapter) termed ‘screening’. Screening identifies the salient qualities of the 
products and defines processes around which knowledge needs to be gathered in order to 
ensure application of the most appropriate approach(es) to assessment. This not only ensures 
resources allocated to assessment  being proportionate to the threats in question, but also helps 
to reduce potential negative impacts resulting from uncertainty, ambiguity, and ignorance (as 
defined in Chapter 1.1) by ensuring that the necessary levels of attention and appropriate 
methods are employed. As will be discussed further in Chapter 4, screening proceeds on the 
basis of set criteria, and the associated outcome will determine the approach to assessment 
taken. EFSA already has procedures and arrangements akin to this (although these may not be 
codified as such) that prioritise threats and allocate responsibility for their assessment to 
different Scientific Panels serving the authority. 

In the General Framework presented here, the process of review includes those activities that 
govern the selection and characterisation of the threat criteria employed in screening. The 
General Framework allocates the responsibility for this part of review mainly to EFSA, on the 
basis of its tasks to promote and coordinate the development of uniform risk assessment 
methodologies, as well as to collect, analyse and summarise scientific and technical data in 
                                                 
4 Review therefore includes an international aspect both by ‘downloading’ provisions and requirements 

established in international standards and by ‘uploading’ new developments and insights into the discussions 
and decision-making procedures at international level, and to ensure the compatibility between European and 
international developments. Apart from questions of compatibility of European food law with international 
standards, the GFL also establishes the obligation for the Community and Member States to contribute to the 
development of international technical standards for food, feed, sanitary and phytosanitary standards, and to 
promote the co-ordination of work on food and feed standards undertaken by international organisations 
such as the Codex Alimentarius Commission (Art. 13 GFL). See on interplay between Codex, EU and WTO 
law, Matthee 2007. 

5 Legal acts specifying the details of requirements and obligations set out in the GFL are often adopted through 
Commission Regulations. Examples for such decisions include Commission Regulation 2230/2004 EC on 
the networking of organisations operating within the field of mission of EFSA, or Commission Regulation 
1304/2003 specifying the procedure for the handling of requests for scientific opinions by EFSA. 
Furthermore, many decisions concerning the involvement of stakeholder organisations and the realisation of 
principles of good governance are adopted through executive acts without the participation of the European 
Parliament, mainly on the basis of the requirements about the consultation of interested parties in the General 
Food Law (Articles 9 and 42). E.g. the creation of consultative bodies like the Advisory Group on the Food 
Chain was established through a Commission Decision, and the creation of EFSA’s Stakeholder 
Consultative Platform, or the adoption of the Code of Good Administrative Behaviour of EFSA was made 
through a decision of the Authority’s Management Board. 

6 For example, efforts undertaken by EFSA (partly through self-tasking) to achieve a harmonisation of 
approaches towards risk assessment (in accordance with its tasks as defined in Art. 23 (b) in the General 
Food Law), which are more procedural in character and communicated through guidance documents and 
communications of the Scientific Committee. 

7 In the sense it was given by Jasanoff 2005, and van Zwanenberg and Millstone 2005. 
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the field within its mission, and to take action to identify and characterise emerging risks (cp. 
GFL Articles 23 and 34). However, while EFSA is allocated primary responsibility for setting 
the criteria, it is suggested that the details of the criteria applied at the stage of screening 
should be included in the discussions taking place within the Interface Committee, thus 
allowing for inputs from risk managers and stakeholders.  

Furthermore, review specifies the relative priorities attached to different threats and ensures 
that a justifiable and proportional balance is being struck in the allocation of resources to 
different aspects of screening, assessment, evaluation and management. In current practice, 
this set of tasks is undertaken by a variety of actors within EFSA, the Commission, the 
Standing Committee on the Food Chain and Animal Health, and the Parliament8.  

The governance principles of participation, openness and accountability (CEC 2001), and 
further commitments to good governance outlined in the General Food Law require 
transparent communication and the involvement of relevant stakeholders in each stage in the 
food safety governance process. The objective of fulfilling these principles during review 
could be served by making communications at each stage available to the public through a 
web-based forum (described in more detail in Chapter 6), managed by the Commission but 
providing a space for transparent input from risk managers, assessors, stakeholders, and 
citizens. 

In general, it must be pointed out that the review function will necessarily involve a range of 
complex processes and a wide variety of institutions. It addresses any unforeseen difficulties 
that may arise and ensures that the overall framework is robust to changes in any 
circumstance. It also ensures that the process as such allows effective social learning to take 
place at every level, from the individual criteria to the architecture of the process as a whole. 
This allows for greater efficacy and efficiency, and, in particular, for the screening process to 
benefit from cumulative experience gained in assessment itself. The process should remain 
sensitive to wider evaluative and contextual issues and be open, from the outset, to 
engagement with the views and experience of different public constituencies and all interested 
and affected parties. In this context, consultations with interested parties during the 
preparation, evaluation and revision of food law (as required by Art. 9 GFL) may also 
constitute a part of review. Some of the discussions taking place at the level of the EFSA 
Stakeholder Consultative Platform already point in this direction9. 

To sum up, in comparison to the other aspects of framing described below, ‘review’ refers 
largely to what may be called the meta-level of food safety governance involving institutions 
outside the primary focus of this report (such as the WTO). As such it is – to limit the scope 
                                                 
8 Whereas the annual work programme of EFSA, essential for the prioritisation of threats, is adopted by the 

Management Board on a proposal from the Executive Director, the Management Board is required to make 
sure that both the annual work programme and the revisable multi-annual work programmes of EFSA are 
consistent with the Community’s legislative and policy priorities in the area of food safety. Moreover, in 
drawing up the proposal for the annual work programme of EFSA, the Executive Director is required to 
consult with the Commission (GFL, Articles 25 (8) and 26 (2)). The prioritisation of threats is therefore 
influenced by both EFSA and the Commission. This has been confirmed by the information collected 
through interviews held with Commission officials, which revealed that the Commission increasingly 
consults with EFSA on the prioritisation of threats, instead of consulting with the Member States within the 
framework of the Standing Committee on the Food Chain and Animal Health. With regard to the allocation 
of resources to different aspects of food safety governance, however, the European Parliament (in co-
operation with the Commission and Council) has significant influence through its control over the general 
budget of the European Union, which the budget for EFSA depends upon (cp. Art. 43 GFL). 

9 Examples include discussions about the general procedures and requirements for the provision of scientific 
advice (meeting of 9 March 2006), debates about risk communication strategies, transparency in risk 
assessment, and the identification and characterisation of emerging risks (meeting of 21 July 2006), or 
discussions about the working method of the Stakeholder Platform, the organisation of the interface with 
Member States and stakeholders, or EFSA’s future work and priorities (meeting of 6 December 2006). 
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of the current exercise – largely excluded from the considerations of procedural and 
institutional challenges and possibilities for innovation. It still deserves, however, to be 
addressed in future research on how the innovations proposed here may be implemented. 

3.3.  Referral 

The second stage in framing, ‘referral’, involves the forwarding of a particular case to EFSA 
for assessment, usually with reference to a particular law under which the associated threat(s) 
should be assessed and managed. The General Framework proposes that details of the referral, 
including the legal jurisdiction under which the case is referred to EFSA, should be presented 
transparently on the Internet Forum (for specifications, see Chapter 6). Through this exercise, 
space should be made available for comment, which can be taken into account during the 
stage of screening (carried out by EFSA) and the final stage of framing, the setting of terms of 
reference. In current practice, the task of referring cases to EFSA is already structured by a 
variety of legal requirements and provisions. The main requirements for the referral of cases 
to EFSA are set out in Art. 29 of the GFL, which entitles the Commission, the Member States, 
and the European Parliament to request scientific opinions, and EFSA to issue opinions on its 
own initiative. The exact procedures to be applied in the handling of such requests are set out 
in Commission Regulation 1304/2003, which inter alia, recommends that such requests be 
made in an objective, transparent and functional manner10. The proposal of the General 
Framework to make the referral of cases to EFSA more transparent through the publication of 
draft terms of reference in the Internet Forum, builds on this objective. Regulation 1304/2003 
stipulates that in all requests for scientific opinions, it is essential for the applicant to remain 
responsible for the substance of the question posed and to agree to any amended request 
before it is forwarded to the scientific committee (CEC 2003, Recital 6). 

It is therefore clear that if screening adds additional insights to a case referred to EFSA, and 
the exact terms of reference are only agreed on after the results of screening have been 
discussed within the Interface Committee, the applicant for a request would by law have to 
participate in the drafting of the terms of reference and agree to the final version passed on to 
EFSA. In addition, many cases are referred to EFSA on the basis of case-specific legislation, 
such as in the authorisation procedures for genetically modified food and feed (specified in 
Regulation 1829/2003 EC) or the authorisation procedure for food contact materials (specified 
in Regulation 1935/2003 EC). In both instances, cases are referred to EFSA within a 
specifically prescribed authorisation procedure and accompanied by full technical and 
scientific dossiers, as prescribed by the relevant legislation and guidance documents. 
Therefore, these cases may differ from cases which are referred to EFSA asking for a 
scientific opinion about an emerging threat or a question of a more general nature, such as the 
request by the European Parliament for a scientific opinion on wild and farmed fish (EFSA 
2005). In practice, a large part of the cases in question are referred to EFSA by one of the 
Member States on the basis of these authorisation procedures, i.e. following the request of a 
private applicant – mostly enterprises wishing to place their products on the markets – in one 
of the Member States, instead of questions from a national food safety authority.  

Therefore, the conditions (e.g. legal context) under which referral takes place can also frame 
the way in which the assessment will be carried out. EFSA then proceeds with the screening 
of the threat, informing the most appropriate form of assessment, which is then specified 
further by the setting of ‘Terms of Reference’.  

                                                 
10 Commission Regulation 1304/2003 EC of 11 July 2003 on the procedure applied by the European Food Safety 

Authority to requests referred to for scientific opinions referred, OJ L 185/6 (CEC 2003, Recital 5). 
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3.4.  Setting the terms of reference 

Once screening has identified the most salient characteristics of the threat at hand, the detailed 
terms of reference upon which the assessment should be based need to be defined. In the 
current practice, this is usually done by the European Commission. As described earlier (cp. 
Sect. 1.2.2), our analysis has indicated that there is a need for enhanced co-ordination between 
managers and assessors in this activity. The governance framework as advocated in this 
report, envisions the terms of reference to be set in a transparent way jointly by these two 
actors in cooperation with key stakeholders (through the ‘Interface Committee’). Furthermore, 
the proposed framework would see the draft terms of reference displayed in the ‘Internet 
Forum’ in order to provide affected and interested actors with the possibility to give input (for 
details concerning the tasks and structures of the Interface Committee and the Internet Forum, 
see Chapter 6). Under current structures, EFSA is legally required to establish a register of 
requested opinions which is accessible to the public, allowing the progress of requests for 
opinions to be followed from the date on which they are received (CEC 2003, Art. 2). 
Although this register of scientific opinions is accessible on the EFSA website11, the terms of 
reference of ongoing risk assessments cannot be retrieved from this register and are only 
made public ex post as part of established opinions of EFSA available through the register. By 
also making public the draft terms of reference ‘in real time’, and allowing stakeholders and 
interested parties to comment on them, would allow the Commission to make use of this 
input, and to respond to it. The institution taking responsibility for the final terms of reference 
should justify the text chosen, based on a summary of the various points made on the Internet 
Forum and including any constraints or requirements emanating from the stages of review or 
referral, discussed above. This summary / justification should be published on the Internet 
Forum as an accompanying document to the final terms of reference. Following the issuing of 
the final terms of reference by the Commission or the Interface Committee (see Chapter 6), 
which have been formulated through interface communication between the different parties, 
EFSA continues with its established role of assessment. This process is the subject of the 
following chapter. 

 

                                                 
11 See: http://www.efsa.europa.eu/register/qr_panels_en.html. 
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4. The Process of Assessment 

A. Ely and A. Stirling 

4.1. Introduction 

This chapter is dedicated to those activities carried out solely by assessors, largely EFSA, 
focusing on the work of EFSA under the proposed General Framework. As has already been 
mentioned, the first activity, screening, involves the identification of the most appropriate 
assessment approach for the threat in question. Detailed criteria for screening threats are 
developed during the process of review, as mentioned briefly in the previous chapter; the 
actual use of these criteria will be treated in more detail in Section 4.2, below. The various 
aspects of the actual assessment process, how they relate to the legal and institutional 
requirements of good governance outlined in Section 1.2.2, and how they can help to 
overcome the challenges outlined in Section 1.3, will then be addressed in Section 4.3. 

Prior to addressing the function of screening, it is necessary to introduce the different 
approaches to assessment that are understood within the proposed framework. The 
distinguishing characteristics of exactly what constitutes conventional risk assessment tend to 
vary slightly between different intergovernmental and European Commission definitions. The 
particular stages of conventional risk assessment recognised in European regulation of food 
safety comprise: hazard identification, hazard characterisation, exposure assessment and risk 
characterisation (GFL, Art. 3). In common with similar understandings throughout the field of 
safety regulation worldwide, this embodies the central understanding that risk assessment 
involves the use of probabilistic techniques to address incertitude over the likelihood of 
different possible outcomes.  

Despite its prominence – in the field of food safety as elsewhere – conventional risk 
assessment does not present the only methodological approach to assessing different products, 
processes or policy options (Yapp et al. 2005). Indeed, depending on the context and 
conditions, a number of alternative or additional methods can offer more comprehensive 
approaches to assessment than is achievable using conventional risk assessment. For instance, 
procedures such as horizon scanning, sensitivity analysis, interactive modelling, and scenario 
workshops provide more comprehensive means to represent and examine the range of 
possible outcomes without aggregating them together. Likewise, analytic-deliberative 
processes of decision analysis, multi-criteria mapping, stakeholder engagement and citizen 
participation can identify a more comprehensive range of questions, options, assumptions, and 
values and allow fuller exploration of their effects on the outcomes of assessment, than are 
usually addressed in conventional risk assessment. 

Together with more quantitative approaches focussed on risk, these techniques offer a rich 
and powerful array of possible approaches to assessment. Each individual approach – and a 
host of variants, composites and hybrids – displays contrasting characteristics in relation to 
different principles of good governance. There can be significant tensions and trade-offs 
between qualities such as timeliness and proportionality, on the one hand, and accessibility 
and effectiveness, on the other, or between the imperatives for participation and 
accountability and those for coherence and consistency. Different approaches are favoured 
under divergent institutional, disciplinary and socio-political perspectives. It is clear that no 
one assessment approach offers a panacea for all possible empirical contexts or governance 
conditions. But it remains unclear how best to go about reconciling the tensions, trade-offs 
and perspectives in order to identify the most appropriate approach to take, under any given 
context or condition.  
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The use of the term ‘threat’ in this framework is important for purposes of consistency and 
coherence. It was explained in section 1.1.2 that the scientific definition of the term ‘risk’ 
implies conditions under which both probabilities (exposures, frequencies) as well as 
magnitudes may lend themselves to quantification. As such, it is conventionally distinguished 
from a ‘hazard’, for which only magnitudes (in terms of potential for damage, without 
considering exposure or probability) may be characterised with confidence. The term threat, 
which is also used in influential governance instruments and documents1, is chosen because it 
covers both risk and hazard and admits interpretation either in terms of probabilistic risk or 
intrinsic hazard properties, depending on the context. Screening is therefore focused on 
threats including hazards and / or risks depending on knowledge and context. For many 
regulatory purposes such as determining maximum daily intakes, empirical data on exposure 
is not important so that hazard information is sufficient for the assessment and management 
process to follow. 

In the field of food safety, examples of intrinsic hazard properties may relate to endpoint 
effects (such as cancer, genetic disorders or allergies) or to exposure potentials (like 
bioaccumulation, persistence; and ubiquity). Either way, the screening of threats involves 
attention to the basic elements of precaution (seriousness and lack of scientific certainty) as 
well as additional considerations concerning the socio-political ambiguity of the threats in 
question. This requires sets of operational criteria for triggering the different assessment 
approaches that are discussed in more detail in section 4.2. 

4.2.  Screening 

4.2.1 Screening criteria 

What is here termed the ‘screening’ of threats corresponds approximately to established 
notions of hazard identification, basic characterisation and ‘preliminary risk assessment’, as 
featuring, for instance, in discussions under the auspices of the WTO and elsewhere. This 
requires that a systematic and transparent approach, which can be either quantitative or 
qualitative, be adopted to the achieving of two main aims: First, to guide the allocation of 
different broad types of threat to the most appropriate, efficient and proportionate form(s) of 
assessment; second, to inform the prioritisation of attention and resources in assessment to 
different instances of threat within these broad types. The two tasks are closely interlinked, 
since information gained during screening for the first aim is also likely to be useful in 
addressing the second.  

In order to meet the challenges identified in Chapter 1, a number of further specific attributes 
of a threat must be clearly addressed in the screening process. In particular, the following 
elements must all be systematically scrutinised in this process: the level of seriousness of a 
threat; the extent to which it is subject to scientific uncertainty and the levels of socio-political 
ambiguity with which it is associated. Each implies the necessity of different kinds of 
information in the subsequent assessment process. In the General Framework, efficient and 
effective allocation to these different assessment processes is achieved by means of a series of 
explicit criteria, against which each threat in question is examined. The adoption of particular 
criteria will depend, in part, on the legal and regulatory context (included within the review 
stage of framing) and will be subject to normal provisions for design, development, and 
oversight. While the criteria outlined in this report are broad enough to be applied to most 
food safety threats, more specific and detailed criteria could be drawn up by the ‘Interface 
Committee’ that would relate to particular types of food products or processes, or be designed 
so as to be applicable under certain food regulations. The involvement of managers, assessors 

                                                 
1 For example, Principle 15 of the Rio Declaration on Environment and Development. 
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and stakeholders on the Interface Committee (as well as use of the ‘Internet Forum’) will 
provide for co-ordination, as well as openness and transparency in the setting of these detailed 
criteria. It is suggested that the Interface Committee regularly reviews these criteria which 
may lead to their reformulation. 

Under each criterion, some threshold level or characteristic is established, which identifies 
this threat as registering under that criterion. This is then taken as a basis for assigning this 
threat to a particular form of attention in subsequent assessment. In this way, the application 
of successive criteria serves clearly and consistently to allocate particular types of threat to 
particular forms of regulatory treatment. Additional information gained in this screening 
process will be very useful in the prioritisation of attention to the different types of threat 
within the different assessment procedures. 

Of course, the application of the criteria that inform the screening process is not purely 
mechanical. There are typically close inter-relationships between criteria, requiring that they 
be applied as part of an integrated, reflective, deliberative process, accountable to the 
appropriate institutions of design oversight. A general working sequence is suggested from 
seriousness to precaution with ambiguity being somewhat separate and considered in parallel 
to precaution. In other words, in the interests of effectiveness and proportionality, the question 
as to whether a given threat is ‘certainly and unambiguously serious’ is clearly prior to the 
other considerations. Only in the event that the response to this question is ‘no’, does attention 
turn in sequence to the various reasons why this might be the case.  

A negative response to this initial question of seriousness may variously be because the threat 
in question is scientifically uncertain, socio-politically ambiguous, or is certainly and 
unambiguously not in excess of the chosen criteria of seriousness. Of course, where a 
particular threat displays multiple attributes, for example conforming to screening criteria for 
both ambiguity and uncertainty, then these different aspects may be treated in parallel by 
different forms of assessment.  

4.2.2 Criteria of ‘seriousness’ 

The first step in the screening process is therefore to identify whether the threats in question 
are ‘certainly and unambiguously serious’. Subject to further findings in the parallel review of 
existing institutional practice our team has developed a number of specific exposure-based 
hazard criteria for general application to food safety threats. These include carcinogenicity, 
mutagenicity and reprotoxicity in food components or residues (as already embodied in 
existing regulatory initiatives in this field, such as the 2001 CEC Chemicals White Paper). 
Beyond this, attention may extend to further health threat criteria such as endocrine 
disruption, neurotoxicity, asthmagenicity or sensitising potential. In other contexts, threat 
criteria might be formulated in terms of other types of food safety hazard, such as the 
presence of certain particularly virulent pathogens or the inclusion of those antibiotic 
resistance marker genes that were opposed in genetically modified organisms by the EFSA 
Scientific Panel on Genetically Modified Organisms in 2004 (EFSA 2003). Alternatively, in 
areas where there exist robust applicable data, threat criteria may be formulated in terms of 
risk-based thresholds, such as concentrations for certain less hazardous pathogens or 
toxicants. 

As has been noted, these criteria are all subject to discussion as part of the review stage of the 
framing exercise. Prevention is then chosen when examination of the threat based on these 
criteria leads to the conclusion that it violates an existing legal requirement, exceeds a 
threshold of previously established standards or norms (based on a legal or institutional 
requirement to act) or is highly likely to exceed such a threshold. In addition, if a new threat is 
found where analogies to existing intolerable threats can be drawn, the presumption of 
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prevention is justified. Such a judgement may be obvious in many cases and uncontested; in 
other cases there may be dissenting views or differences in opinions. If that is the case, one of 
the other three assessment approaches has to be taken. The first criterion combines two 
qualifiers: the threat has to be serious and the judgement has to be univocal. When both 
conditions apply, then preventive measures are triggered. 

4.2.3 Criteria of ‘scientific uncertainty’ 

In considering whether a threat is certainly serious under criteria such as those identified 
above, an accompanying step in the screening process is to identify specific criteria for what 
constitutes ‘scientific uncertainty’. A crucial issue here concerns the applicability of 
probabilistic risk assessment techniques. As outlined in section 1.1.2 above, difficulties in this 
respect may lie not only in addressing uncertainty (where, by definition, we cannot 
confidently derive probabilities for at least some sub-set of outcomes), but also ignorance 
(where some outcomes themselves may be entirely unanticipated).  

Our team has developed a series of candidate criteria for identifying all these forms of 
scientific uncertainty which are not fully characterisable by probabilistic techniques. The first 
two address different aspects of ignorance, insofar as this is possible, by focussing on 
sensitivities to the prospect of surprise. The remaining criteria address different aspects of 
uncertainty. Taken in logical sequence, the criteria are as follows: 

a) Are there scientifically founded questions concerning the status of the theoretical 
foundations of the disciplines bearing on the characterisation of the threat? 

b) Are there features of the food or food component in question which are substantively 
novel, in the sense that they involve characteristics or properties that are in some sense 
unprecedented? 

c) Are there scientifically founded questions concerning the completeness or sufficiency of 
the particular scientific models bearing on the characterisation of the threat? 

d) Are there scientifically founded questions concerning the applicability to the context in 
question of the particular scientific models used to characterise the threat? 

e) Are there scientifically founded questions concerning the applicability to the context in 
question of the data-sets bearing on the characterisation of the threat? 

f) Are there scientifically founded questions concerning the quality of the data-sets bearing 
on the characterisation of the threat of a kind that is not susceptible to probabilistic 
treatment? 

g) Do there exist any indirect, interactive or synergistic causal mechanisms of a kind that 
may not fully and confidently be characterised by probabilistic techniques? 

Where a consensus does not emerge between the EFSA personnel responsible for screening as 
to the presence or absence of uncertainty (as defined by the above criteria), it is assumed that 
the high level of protection would lead to an assumption of uncertainty, as if one of the above 
criteria was triggered. Where they are held to be acceptable in principle, such criteria can be 
elaborated further by reference to an extensive existing literature. Where any one of them 
exceeds predefined quality criteria (pertaining to deficits in theory and modelling) or limits of 
foreseeable variability (pertaining to data analysis and interpretation, for example by using 
Monte-Carlo-simulation techniques), then the threat in question is assigned to precautionary 
assessment.  
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4.2.4 Criteria of ‘socio-political ambiguity’ 

In addition to the initial screening question over scientific uncertainty, the other reason why 
threats may be identified not to be definitely serious is where they are socio-politically 
ambiguous. This focuses on the degree to which a given threat may be subject to strongly 
divergent cultural attitudes, political perspectives, or economic interests. There are four types 
of criteria that can be used to identify these kinds of ambiguity. 

a) At the level of individual constituencies: is there a perceived threat of harm on a 
catastrophic scale (individual criterion)? 

b) Where there is disagreement between regulatory agencies and / or Member States: are 
there aspects of these institutional conflicts ostensibly unrelated to scientific uncertainty 
(institutional criterion)? 

c) With regard to the news media: are there signs that the threat in question is subject to a 
pronounced degree of amplification (amplification criterion)? 

d) At the level of society as a whole: are there signs of adverse effects in terms of social 
justice in the distribution of threat, or in terms of manifest political mobilisation on the 
part of particular public constituencies (social criterion)? 

Where any one of these criteria applies, then the threat in question is assigned to a process of 
concern assessment. 

4.2.5 Threats not addressed by above screening criteria 

Where a threat is found not to be serious, uncertain, or ambiguous under any of the screening 
criteria described so far, then it will by definition trigger criteria for the applicability of 
conventional risk assessment (meaning that probabilistic techniques are applicable). Such 
threats are best addressed by drawing on a variety of risk assessment techniques, depending 
on the nature of the problem at hand. 

Under circumstances where an extensive epidemiological record of safe use exists, then 
standard risk assessment may be appropriate. This usually involves the simple combination of 
hazards (as characterised through dose-response relationships, for example) and exposures (as 
evident from established data sets). At other times, a more extended risk assessment may be 
required. In these cases, conventional probabilistic techniques may still be applicable, but 
need to be applied in a more wide-ranging and elaborate fashion than is normally the case2. 
The kinds of threats necessitating extended risk assessment are complex (if the threat is 
subject to complex cumulative or additive causal mechanisms) or large in scale (if a number 
of people exposed exceed a certain threshold). In addition extended risk assessment may be 
required if the maximum possible harm exceeds a certain threshold magnitude or if the time 
lapse between the policy decision in question and the manifestation of the resulting impacts 
exceeds a certain threshold time period (for example in the case of intergenerational effects). 

                                                 
2 The third subproject of the SAFE FOODS project has adopted probabilistic techniques to model the health 

impacts on European populations to pesticide, mycotoxin and natural toxin exposures. Where probabilistic 
risk assessment is applied, it should not be used inappropriately as an aggregative tool exclusively to justify 
or enforce ostensibly definitive monolithic claims to safety or to the unitary sufficiency of intervention 
measures. Sensitivity analysis (both analysing the effect of data and model uncertainty on the assessment) is 
an essential part of such quantitative techniques and is recognised as such by other subprojects in SAFE 
FOODS. While subproject 3 has reported adequate data in relation to pesticides, data on mycotoxins and 
natural toxins have been poor both in availability and quality (Subproject 3 report-back session, SAFE 
FOODS Consortium Meeting, Pretoria, South Africa, 25 May 2006). Especially under such circumstances, 
where the scarcity of data means that assessment must be assumption- (rather than data-) driven, uncertainty 
criteria may in addition be triggered (necessitating a precautionary approach to assessment). 
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If the response to any of these questions is uncertain, then this should already have been 
picked up in applying the uncertainty criteria specified above. However, the finding of 
particular reasons for uncertainty at this stage might prompt re-application or re-interpretation 
of the earlier uncertainty criteria in light of the new evidence. 

4.3.  Assessment 

The purpose of assessment is to gather the information necessary to inform and substantiate a 
particular governance outcome.  

 
 

Figure 4.1: The General Framework, with a focus on the stages of screening and assessment 

The type, scope and quality of information relevant to this decision making will vary from 
context to context and from threat to threat. Depending on the context and magnitude of the 
threats in question, it may be necessary to include assessment of socio-economic as well as 
health factors. In the interests both of efficiency and effectiveness, it is desirable for the terms 
of reference (informed by screening, above) to be as specific as possible about the most 
appropriate form to be taken by the assessment process in any given context.  

Instead of a single undifferentiated notion of ‘risk assessment’, then, the present framework 
distinguishes four different approaches to assessment (corresponding with the four potential 
outcomes of screening). In the terms alluded to in the existing General Food Law, as reviewed 
in Chapter 1, the four more elaborate forms of assessment detailed here each represent a 
different specific way in which assessment might be ‘more comprehensive’ than standard risk 
assessment. The four different approaches to assessment, and their relationship with framing 
and with the screening process described above, are illustrated in Figure 4.1 above. 
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4.3.1 Presumption of prevention 

Where threats are identified in the screening process certainly and unambiguously to be 
serious (illustrated by the question “serious?” in Figure 4.1), then the presumption is that they 
are assigned directly to preventive measures. Here, assessment simply involves consideration 
of whether there exist any mitigating factors that justify conditional relaxation of restrictive 
regulatory instruments. Such mitigating factors may take the form of countervailing risks, 
overriding benefits or unavoidable constraints on control. 

In those rare cases where prevention is argued to be counter-balanced by such mitigating 
factors, then this effectively implies that the triggering of criteria of ‘certain and unambiguous 
seriousness’ is, in this particular instance, correspondingly qualified. Depending on whether 
the qualification takes the form of uncertainty or ambiguity, the threats in question will be 
assigned for further attention either (respectively) to precautionary assessment or concern 
assessment. In either case, the presumption of prevention will be augmented by critical 
examination of such potential mitigating factors or grounds for conditional relaxation as part 
of a comprehensive and inclusive deliberative process, involving relevant interested and 
affected parties. Such rare instances should also be subject to particular attention as part of the 
overarching ‘framing' process.  

Under a presumption of prevention, assessment of socio-economic factors is included 
alongside more direct issues of hazard and risk as a means to inform judgements over the 
nature of any ‘countervailing risks, overriding benefits or unavoidable constraints on control’.  

4.3.2 Key features of precautionary assessment 

Where the identification of a threat displays a lack of scientific knowledge about probability 
distributions and / or the magnitude of harm (illustrated by the question “uncertain?” in Figure 
4.1), then the presumption is that the product, process or practice in question will be subject to 
precautionary assessment. This does not automatically imply the implementation of 
preventive measures. A wide variety of regulatory measures may result.  

In essence, precautionary assessment involves more detailed and broader-based consideration 
of the factors bearing on the threat in question and a comparative review of a set of functional 
equivalents to the product / process / practice in question.  

Here (recalling the discussion of different forms of incertitude in Section 1.1.2), a practical 
distinction can be made between institutional ignorance (located specifically at the point of 
decision making) and societal ignorance (a generic property of the state of knowledge extant 
in society as a whole). The former can be addressed by ‘broadening out’ the assessment 
process in the ways detailed in the criteria below. This ensures that as much pertinent 
knowledge and experience as possible is brought to bear on decision making. Beyond this, a 
number of other provisions can directly address the more intractable latter forms of societal 
ignorance. A series of key characteristics can be identified:  

a) Extension of the scope of assessment to include a range of indirect forms of exposure, 
additive, cumulative and synergistic effects occurring throughout the food chain, 
addressing mixtures, derivatives and reaction products that may be present in final 
foodstuffs as well as considering institutional trends and compliance issues. These 
aspects are part of a precautionary assessment if the causal connections are not well 
understood and cannot be modelled with a high degree of confidence in an extended risk 
assessment.  

b) Address aspects of institutional ignorance by engaging a full range of technical 
disciplines and stakeholders right at the outset in assessment, in order to elicit the 
pertinent prioritisation, conceptualization and interpretation of the different questions 
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that may be posed of the scientific data and the comprehensive exploration of the 
resulting sensitivities.  

c) The systematic examination of the potential adverse effects for public health associated 
with the products, processes or practices presenting the threats in question at the earliest 
stages in the innovation process.  

d) Subject to the terms of reference, the detailed and balanced comparison of contending 
merits and drawbacks of a series of strategic options which present alternatives  - in the 
sense of functional equivalents - to the product, process or practice in question, 
including inaction and the status quo and better ways to provide the goods or services in 
question. This includes the eliciting of the knowledge and also the concerns and 
preferences of stakeholders regarding the different alternatives and their social and 
economic implications.  

e) A shift in the burden of persuasion, such that it is those  wishing to implement the 
technology or product in question who must resource the acquisition of relevant data 
and sustain an argument as to the acceptable nature of the associated threat, subject to 
an appropriate level of proof.  

f) An explicit focus on the extent to which the technologies or products under scrutiny 
display properties of flexibility, adaptability, reversibility and diversity – all of which 
offer different ways of hedging against exposure to any residual societal ignorance that 
has not been addressed by the other elements in precautionary assessment.  

These elements of precautionary assessment are best addressed by taking into account all 
relevant bodies of knowledge, including that available from different natural and social 
scientific disciplines, as well as experiential knowledge on the part of different organised 
interests and groups such as workers, consumers, or local residents. Where socio-economic, 
as well as scientific uncertainty exists – for example, when the potential outcomes for the 
livelihoods of various sections of society, or the impact on the broader economy cannot be 
predicted with confidence – similar techniques to those listed above may be applied to the 
assessment of socio-economic risks and benefits. This generally relates to a broadening out of 
the assessment process to a wider range of disciplines and stakeholders, a shift in the burden 
of persuasion to those who wish to implement the technology or product in question, and a 
balanced comparison of strategic options in order to gather information on the relative 
benefits and risks of various functional equivalents.  

Precautionary assessment is based on knowledge (systematic and experiential), not on beliefs 
or value judgments. That is why participation in the resulting analytic-deliberative exercise 
should be limited to knowledge acquisition. Examples of processes for eliciting stakeholder 
knowledge might include hearings, focus groups, or surveys.  

4.3.3 Key features of concern assessment 

Where a threat is identified not to be definitely serious under the chosen criteria, nor subject 
to scientific uncertainty, but where screening has identified socio-political ambiguity 
(illustrated by the question “ambiguity?” in Figure 4.1), then the choice of appropriate 
management measures will be subject to a process of concern assessment designed to clarify 
and  help resolve this ambiguity. The available methods for concern assessment take a variety 
of forms: 

a) The commissioning of large scale quantitative surveys, focusing as appropriate on 
representative, weighted or particular relevant groups.  
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b) The conduct of qualitative social scientific procedures such as focus groups, examining 
the perspectives of specific sensitive or exposed groups.  

c) The design of extensive expert Delphi procedures in which a diverse array of 
interdisciplinary specialisms are focused on resolving the relevant questions.  

d) The direct retaining of wider social science expertise to observe, engage with and 
explain processes of social mobilisation.  

e) The holding of formal hearings with relevant social interest groups or targeted at 
relevant public constituencies as a means to elicit their concerns (such as affected local 
communities).  

f) The convening of deliberative bodies such as trans-disciplinary commissions to elicit as 
wide a range of concerns, visions, and mental associations as possible.  

The above methods may be applied to the assessment of ambiguous socio-economic impacts 
as well as those dealing directly with human health issues. Relevant examples might include 
instances in which certain outcomes deliver disproportionate benefits to certain sectors of 
society but impose risks on other groups who do not stand to gain. In any event, the choice of 
appropriate methods for the process of concern assessment will itself be a matter for careful 
deliberation on a case by case basis. This will necessarily be closely interlinked with the 
activity of review (involving design, development and oversight of the food safety governance 
structures within which these cases are attended to) and the setting of the terms of reference.  

4.3.4 Conventional risk assessment 

Where threats are identified in the screening process as neither characterised by unresolved 
uncertainty nor ambiguity, the presumption is that they are subject either to deterministic or 
(in the case of modelled uncertainties) probabilistic risk assessment procedures. In cases of 
standard risk assessment, assessment takes a straightforward form, based simply on 
probabilities and magnitudes, and is performed by panels of independent experts, assisted by 
staff from the regulatory bodies concerned. There is no particular need for involvement by 
external actors. If this routine process identifies any residual uncertainties, ambiguities or 
complexities that may have been missed in screening, then the threats are referred to one of 
the more comprehensive assessment procedures, as appropriate. Of course, this assessment 
process, as are the others, is subject to general political oversight and accountability.  

Extended risk assessment involves detailed consideration of all aspects of the threat in 
question, including systematic modelling of different exposure pathways, with their 
associated probabilities. This allows the determination of appropriate safety margins. The 
process is undertaken in a fully transparent and accountable fashion by interdisciplinary 
groups of specialists, with full independence from special interests and external to the 
regulatory bodies concerned. Particular attention is directed at the factors identified under the 
criteria discussed above: the complexity of the causal mechanisms, the number of people 
exposed, maximum extent of possible harm, and the time lapse between the commitment and 
manifestation of effects. If uncertainties remain beyond the level of acceptable confidence 
intervals, then the risk is referred to a precautionary approach. Where justified by the relevant 
expertise, conventional risk assessment may also involve scientific engagement by experts 
from stakeholder groups.  

Under conventional risk assessment, the priority attached to consideration of socio-economic 
factors will depend on the context and magnitude of the threats in question. Where assessment 
reveals risks to be low in magnitude, then – as at present – it would not be efficient or 
proportionate to include detailed assessment of socio-economic factors. However, as the 
magnitudes of risks are recognised to increase, there will be a corresponding necessity to 
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provide subsequent evaluation and management stages with information concerning the 
nature and scale of any socio-economic benefits or justifications for the toleration of what 
might otherwise be seen as relatively high levels of risk. 

A scientific colloquium held by EFSA in 2006 suggested that a favoured basis for future 
practice under such conditions might incorporate the definition of a common scale of 
measurement (e.g., disability-adjusted life years or DALYs, quality-adjusted life years or 
QUALYs, or, even more simply, Euros) for comparing the risks and the benefits of particular 
risk management measures (EFSA 2006b). It remains for EFSA formally to adopt an 
approach for this purpose. The complexities involved in assigning unitary measures to 
outcomes which may be subject to divergent evaluations by differing stakeholder groups 
make this approach particularly vulnerable as a tool on which to base policy. Bearing in mind 
the weaknesses of such reductive quantitative approaches, the appropriateness of alternative 
analytic-deliberative processes should not be understated. Decision analysis, multi-criteria 
mapping, stakeholder engagement and citizen participation – which may be drawn upon 
alongside other social scientific elicitation techniques in the process of concern assessment –
can help to open up assessment to some of the socio-economic dimensions of food safety 
decisions whilst avoiding the over-simplification of aggregative techniques.  

4.4.  Potential opportunities for interlinkages between different forms of 
assessment 

Potential interlinkages exist between the approaches of precautionary assessment, concern 
assessment and conventional risk assessment. The opportunities for interlinkages between 
different forms of assessment will of course depend on the specific features of the case in 
point. One specific threat may have impacts that demand extended risk assessments (for 
example health risks) and other types of impacts that would suggest a precautionary or 
concern approach (for example looking into environmental impacts or ethical implications). 
The different approaches are not mutually exclusive but can be combined depending on the 
nature of the threat and the different types of impacts under review. The opportunity for 
interlinking different forms of assessment may be specified in the terms of reference, or 
alternatively may be initiated by the assessors themselves. 

It is important to stress that the assessment process may also reveal errors resulting from the 
screening process. For example, a threat may have been routed to the extended risk 
assessment approach but, during the assessment, it may become obvious that a precautionary 
approach is more suitable. It is therefore essential that during the assessment process checks 
about the need for re-routing to another approach are incorporated in the assessment process. 

4.5.  Outputs of assessment 

Following the principle of transparency put forward in the other stages in the food safety 
governance cycle, the outputs of assessment and the supporting documentation should be 
made available on the ‘Internet Forum’, to allow comment and feedback – and, where 
necessary, challenge – by stakeholders and citizens. Where such deliberation uncovers issues 
that were not adequately addressed in assessment, these issues can be referred back to the 
EFSA for screening, after which new terms of reference can be formulated in order to address 
them adequately. 

Following the process of assessment, in which knowledge in various forms is accumulated in 
order to inform decision making, the governance framework proposes the two processes of 
evaluation and management. It is here that the knowledge is assimilated, and stakeholders’ 
values brought to bear on the outputs of the assessment process so that scientifically informed 
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and democratically accountable decisions can be made. The next chapter addresses both the 
processes of evaluation and management. 
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5. Evaluation and Management 

O. Renn and M. Dreyer 

5.1.  Introduction 

The main purpose of the ‘evaluation’ stage is to judge the tolerability or acceptability of a 
given threat and, if deemed necessary, to initiate a management process. The chief purpose of 
the stage of ‘management’, closely related to the stage of evaluation, is to decide on 
intervention measures which will range in each case from strict prohibition (such as bans and 
phase outs) to unrestricted permission. In between, there lies a wide range of measures, 
including legal requirements (such as exposure standards, engineering regulations, and best 
practice), financial instruments (such as mandatory insurance, assurance bonds, or tradable 
licenses), private self-regulations (such as in-house quality control) and information and 
educational strategies (such as consumer information, labelling, and classroom curricula). 
Following a regulatory impact assessment of the possible measures, investigating their 
feasibility to and acceptability by stakeholders, one or more appropriate measures are selected 
and implemented, and enforcement details and options for review are determined. The various 
key features of evaluation and management are illustrated in Figure 5.1 below. 

There is no intrinsic correlation between each respective approach to assessment and 
particular evaluation and management procedures, or management measures adopted. 
However, depending on whether a given threat is characterized as definitely serious and 
cannot be justified by any mitigating factors, as a scientifically uncertain threat, or as a socio-
politically ambiguous threat, certain procedures and measures are especially suited for 
handling the threat in evaluation and management. 

 
 

Figure 5.1: The General Framework, with a focus on the stages of evaluation and management 
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5.2.  Value-based evaluation 

The step of evaluation, which follows after the assessment stage, implies that the insights of 
the assessment exercise are summarised and deliberated in consideration of wider social and 
economic factors in order to inform a decision on the necessity of intervention measures and 
the selection of appropriate management measures.  

While assessment deals with knowledge claims (around what are the causes and what are the 
effects), evaluation deals with value claims (around what is good, acceptable, and tolerable). 
Assessment is about collecting and summarising all relevant evidence necessary for making 
an informed choice on the threat’s tolerability or acceptability; evaluation means applying 
societal values and norms to the judgement on tolerability and acceptability and, 
consequently, determining the need for management measures. The tolerability or 
acceptability judgement is informed, but not determined by the results of the assessment 
process. It will be based on balancing pros and cons, testing potential impacts on quality of 
life, discussing different strategic options for economy and society, and weighing the 
competing arguments and evidence claims in a balanced manner.  

The outcome of evaluation might lead to further systematic scientific assessments, beyond 
that of health effects, being commissioned to outside institutions with the required special 
expertise; e.g. assessments regarding other endpoints deemed relevant (such as environmental 
quality, nutrition, animal welfare, or specific economic factors, etc).  

The main elements of the evaluation process can be described as follows: 

- Summarising the results of the assessment process – in terms of the likely consequences 
for human health or other relevant endpoints – and the concerns that individuals, groups 
or different cultures may attribute to a given food safety problem, both under the 
condition that no management measures were taken; 

- Deliberation over these results in consideration of wider social and economic factors 
(e.g. benefits, societal needs, quality of life factors, sustainability, distribution of risks 
and benefits, social mobilization, and conflict potential), legal requirements, and policy 
imperatives; 

- Weighing pros and cons and trading-off different – sometimes competing or even 
conflicting – preferences, interests, and values with regard to a given threat; or a trade-
off analysis of a set of functional equivalents of the substance, product, process, or 
practice under consideration. (The framework envisions such a broader trade-off 
analysis under the condition of scientific uncertainty and as the step following a 
precautionary assessment); 

- Conclusion on whether the given threat is acceptable, tolerable, unacceptable, or ill-
defined, or on what is the most appropriate functional equivalent. Should the threat be 
ill-defined, the assessment process needs repeating or augmenting; 

- If management measures are deemed necessary, the most appropriate management 
approach should be recommended (details of which will be discussed in Sect. 5.4). 

The term ‘tolerable’ refers to an activity that is seen as worth pursuing (for the benefit it 
carries), yet requiring additional efforts for threat reduction within reasonable limits. The term 
‘acceptable’ refers to an activity where the remaining threats are so low that additional efforts 
for threat reduction are not seen as necessary. If tolerability and acceptability are located in a 
threat diagram – with probabilities on the Y-axis and extent of consequences on the X-axis – 
the well-known traffic-light model emerges (Figure 5.2 below). In this variant of the model 
the red zone stands for intolerable threat, the yellow one indicates tolerable threat in need of 
further intervention actions, and the green zone shows acceptable or even negligible threat. 
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The grey area illustrates the borderlines: the first border identifying the area approaching 
certainty (probability = 1), and the second, where one gets close to indefinite losses. In both 
cases, the framework suggested here would recommend preventive actions.  

To draw the line between ‘intolerable’ and ‘tolerable’ as well as ‘tolerable’ and ‘acceptable’ is 
one of the most difficult tasks of safety governance1. Yet such a judgement is required in 
order to proceed with decisions on management requirements. Arriving at a balanced 
judgement means that the assessed product, process or technology will render sustainable 
added value for society, economy, and industry only if the associated threats may be 
controlled and managed in a way acceptable to society. It does not suffice to include the 
‘physical-risk’ approach only – despite its undoubted importance – as it addresses but part of 
what is at stake within culturally plural, morally concerned and educated societies (Grove-
White et al. 2000). Stakeholders play an important role in defining what is acceptable or 
intolerable by considering, among other things, the balance between risk and benefits and the 
probability of extreme events. Therefore the General Framework proposes to involve them as 
formal members of the ‘Interface Committee’, the proposed body with the mandate to give 
advice to the Commission with regard to evaluation decisions, and / or to involve them 
through the ‘Internet Forum’ (the baseline for a food safety interface institution) where 
stakeholders would be invited to deliberate on the evaluation advice or decision (see Chapter 
6 for a detailed discussion of these options proposed). 

 
 

Figure 5.2: Acceptable, tolerable, intolerable and borderline threats (Traffic-Light Model) 

                                                 
1 The UK Health and Safety Executive developed an evaluation procedure for chemical risks based on risk-risk 

comparisons (cp. Löfstedt 1997). Some Swiss cantons such as Basle County experimented with Round 
Tables as a means to reach consensus on drawing the two lines, whereby participants in the Round Table 
represented industry, administrators, county officials, environmentalists, and neighbourhood groups (cp. 
RISKO 2000: 2-3.) Irrespective of the selected means to support this task, the judgement on acceptability or 
tolerability is contingent on making use of a variety of different knowledge sources. 
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After the evaluation exercise has been conducted by the Interface Committee or the 
Commission, management is being presented with three potential outcomes: 

- Intolerable situation: this means that either the threat source (such as a technology or a 
chemical) must be abandoned or replaced or, in cases where this is not possible, 
vulnerabilities need to be reduced and exposure restricted. 

- Tolerable situation: this means that the threats must be reduced or handled in some 
other way within the limits of reasonable resource investments – ‘As Low As 
Reasonably Practicable’ (ALARP) – (including best practice). This can be done by 
private actors (such as corporate risk managers), or public actors (such as regulatory 
agencies), or both (public-private partnerships). 

- Acceptable situation: this means that the threats are so small – perhaps even regarded as 
negligible – that any threat reduction effort is unnecessary. However, threat sharing via 
insurances and / or further threat reduction on a voluntary basis, present options for 
action which can be worthwhile pursuing even in the case of an acceptable threat. 

The distinction in intolerable, tolerable, and acceptable may appear (too) simple but it reflects 
the actual need for a judgement at the end of the assessment and evaluation processes. This 
final judgement on the given food safety problem allows for only three alternatives: either to 
do nothing, to ban the threat, or to initiate threat-modifying actions. There is no other 
alternative at this point. The governance framework – as presented here – emphasises that this 
important judgement is to be made as transparent as possible to all interested individuals and 
parties and that the organisations responsible for this judgement have the skills, the assets, the 
background knowledge, and the sensitivity with respect to the corresponding values and 
socio-cultural preferences to arrive at an informed, balanced, and fair judgement. 

With regard to the three evaluation outcomes, the managers may either face a situation of 
unanimity, i.e. all relevant actors agree with how a given threat should be qualified, or a 
situation of conflict in which major actors challenge the classification made by others. The 
degree of controversy is one of the drivers for selecting the appropriate instruments for the 
type of participation procedure needed to resolve these controversies. The use of additional 
participation processes which reach beyond the inclusion of stakeholders through the 
respective food safety interface institution(s) (i.e. the Internet Forum and the Interface 
Committee) will depend on the case in hand and be considered by the Interface Committee or, 
if this interface institution is not established, by the Commission solely.  

The prima facie default is as follows: If there is hardly any ambiguity and controversy, 
participation and deliberation through the Interface Committee and / or the Internet Forum are 
likely to be sufficient as a means of eliciting the evaluation criteria, risk-benefit ratios, and 
tradeoffs of a diversity of social groups. If the topic raises strong controversy and evaluation 
is highly ambiguous, a full-fledged participation process might be appropriate. Deliberation 
through the Internet Forum could be complemented by face-to-face participatory deliberation 
processes such as stakeholder roundtables, citizen forums, citizen juries or consensus 
conferences. In this situation, citizens’ face-to-face deliberation could be part of the exercise 
in processes, where a randomised or deliberately stratified group of individuals work to scope 
and explore the issues and options in contention (see Chapter 7 for a detailed discussion). 

5.3.  Decision-making in management 

As in conventional understandings of the governance of food safety, the final major stage in 
the General Framework is management. As a part of this framework, it has essentially the 
same meaning as the definition given in the General Food Law (Art. 3 (12)) and is therefore 
conducted by both the Commission and the Member States. It starts with a review of all the 
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relevant information gained in the assessment process and the tolerability / acceptability 
judgement and the recommendation for the most appropriate management approach with 
which the evaluation exercise concluded. On that basis management measures are identified, 
selected, and implemented.  

Hence, it is at this point of the governance cycle that decisions on management measures are 
being taken. This requires the consideration of policy choices among contending possible 
management measures. Such measures may include numerical limits for concentrations of 
substances in food items, standards for production and consumption, performance control, 
food preparation guidelines, monetary incentives, labels, and others. In some ways, this is 
analogous to the process already undertaken in assessment and evaluation. Here, however, the 
information is based on the positive and negative implications of a series of different 
regulatory interventions and not of particular threats (i.e. specific substances, products, 
processes, or practices). Depending on the context, the relevant information might best be 
gathered through the terms of reference for assessment itself, by reference to the most relevant 
measures. In other cases, it will be necessary to undertake this information-gathering process 
at the management stage in addition – and as a complement – to the evidence gathered during 
the assessment. Either way, the series of steps involved in the decision-making process on 
management measures is as follows (IRGC 2005: 40-48): 

1) Identification of possible management measures (under special consideration of the 
suggestions made during the evaluation stage): Generic management measures include 
the avoidance, the reduction and the transfer of a given threat and – also a measure to 
take into account – restraint. Whereas to avoid a threat means either selecting a path 
which prevents exposure (e.g. by abandoning the development of a specific technology) 
or taking action in order to fully eliminate a certain threat, threat transfer deals with 
ways of passing the threat on to a third party. Restraint as a management measure 
essentially means taking an informed decision to do nothing about the threat and to take 
full responsibility both for the decision and any consequences occurring thereafter. 
Management by means of threat reduction can be accomplished by many different 
means. Among them are: 

- technical standards and limits that prescribe the permissible threshold of 
concentrations, the take-up or other measures of exposure; 

- performance standards for technological and chemical processes; 

- governmental economic incentives including taxation, duties, subsidies, and 
certification schemes; 

- third-party incentives, i.e. private monetary or in-kind incentives; 

- compensation schemes (monetary or in kind); 

- insurance and liability; 

- cooperative and informative measures ranging from voluntary agreements to 
labelling and education programs.  

All these measures can be used individually or in combination to accomplish even more 
effective threat reduction. Measures for threat reduction can be initiated by private and 
public actors or both together. 

2) Assessment of management measures (with respect to predefined criteria): Each of the 
measures will have desired and unintended consequences which relate to the threats they 
are supposed to reduce. In most instances, an assessment should be made according to 
the following criteria: 
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- Effectiveness: Does the measure achieve the desired effect? 

- Efficiency: Does the measure achieve the desired effect with the least resource 
consumption possible? 

- Minimisation of external side effects: Does the measure infringe on other valuable 
goods, benefits or services such as competitiveness, public health, environmental 
quality, social cohesion, etc.? Does it impair the efficiency and acceptance of the 
governance system itself? 

- Sustainability: Does the measure contribute to the overall goal of sustainability? 
Does it assist in sustaining vital ecological functions, economic prosperity, and 
social cohesion? 

- Fairness: Does the measure burden the subjects of regulation in a fair and equitable 
manner? 

- Political and legal implementability: Is the measure compatible with legal 
requirements and political programmes?  

- Ethical acceptability: Is the measure morally acceptable? 

- Public acceptance: Will the measure be accepted by those individuals who are 
affected by it? Are there cultural preferences or symbolic connotations that have a 
strong influence on how the risks are perceived? 

3) Evaluation of management measures: This step integrates the evidence on how the 
measures perform with regard to the assessment criteria with a value judgement about 
the relative weight each criterion should be assigned. Ideally, the evidence should come 
from experts, and the relative weights from politically legitimate decision makers 
including stakeholder input. In practical management, the evaluation of measures should 
be done in close cooperation between experts and decision makers.  

4) Selection of one or more appropriate management measures: Once the different 
measures are evaluated, a decision has to be made as to which measures are to be 
selected and which rejected. This decision is obvious if one or more measures turn out to 
be dominant (relatively better on all criteria). Otherwise, trade-offs that need 
legitimisation will have to be made (Graham and Wiener 1995). A legitimate decision 
can be made on the basis of formal balancing stools (such as cost-benefit or multi-
criteria-decision analysis), by the respective decision makers (provided this decision is 
informed by a holistic view of the problem) or in conjunction with participatory 
procedures. 

In the broader understanding of management, this stage involves two more steps: 

5) Implementation of management measures: It is the task of management to oversee and 
control the implementation process. In many instances implementation is delegated, as 
when governments take decisions but leave their implementation to other public or 
private bodies or to the general public. However, the management team has at any rate 
the implicit mandate to supervise the implementation process or, at least, monitor its 
outcome.  

6) Monitoring how these measures perform in practice: The last step refers to the 
systematic observation of the effects once the measures have been implemented. The 
monitoring system should be designed to assess intended as well as unintended 
consequences. Often a formal policy assessment study is issued in order to explore the 
consequences of a given set of management measures on different dimensions of what 
human beings value. In addition to generating feedback for the effectiveness of the 
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measures taken to reduce the threats, the monitoring phase should also provide new 
information on early warning signals for both new and old threats viewed from a 
different perspective. It is advisable to have those responsible for performing the risk 
and concern assessments and the precautionary assessment, participate in monitoring 
and supervision so that their analytic skills and experience can be utilised in evaluating 
the performance of the selected management measures. 

These steps follow a logical sequence but can be arranged in different orders depending on 
both situation and circumstance. It might be helpful to visualise the steps not as a linear 
progression but as a circle forming an iterative process in which reassessment phases are 
intertwined with new measures emerging, new situations arising or new demands being 
placed on managers. Similarly, sometimes the assessment of different measures causes the 
need for new measures to be created in order to achieve the desired results. In other cases, the 
monitoring of existing rules impacts on the decision to add new criteria to the portfolio. 
Measure identification, information processing, and measure selection should indeed be seen 
as a dynamic process with many iterative loops. 

 

Management 
Components 

Definition Examples / Indicators 

1 Identification Identification of potential measures, in 
particular threat reduction, i.e. prevention, 
adaptation and mitigation, as well as 
threat avoidance, transfer and restraint 

 Standards 
 Performance rules 
 Restrictions on exposure or 

vulnerability 
 Economic incentives 
 Compensation 
 Insurance and liability 
 Voluntary agreements 
 Labels 
 Information / education 
 

2 Assessment Investigations of impacts of each 
measure (economic, technical, social, pol-
itical, cultural) 

 Effectiveness 
 Efficiency 
 Minimisation of side effects 
 Sustainability 
 Fairness 
 Legal and political imple-

mentability 
 Ethical acceptability 
 Public acceptance 
 

3 Evaluation and 
Selection 

Evaluation of measure (multi-criteria 
analysis) and decision taking 

 Assignment of trade-offs 
 Incorporation of stakehold-

ers and the public 
 

4 Implementation Realisation of the most preferred 
measure 

 Institutional accountability 
 Organisational efficiency 
 Cost-effectiveness of 

implemented measures 
 

5 Monitoring and 
feedback 

 Observation of effects of implementa-
tion (link to early warning) 

 Ex-post evaluation 

 Investigation of intended 
impacts 

 Investigation of non-intended 
impacts 

 Policy impacts 
 

 
Table 5.1: Generic management components 
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Table 5.1 above provides a summary of the management steps. The list of examples and 
indicators represents the most frequently used heuristic rules for selecting input and for 
measuring performance. 

5.4.  Approaches to management 

In analogy to assessment, the framework also distinguishes between four management 
approaches. These are prevention, a precaution-based approach, a concern-oriented approach, 
and a risk-based approach. Each of these approaches lends itself to a set of suitable risk 
management measures (as shown in Table 5.2). There is no automatic correlation in the 
allocation of assessment and management approaches, yet there is a preliminary assumption 
that the appropriate assessment approach is subsequently pursued during the phase of 
management. 
 

Management Approach Suitable Measures Include: 

Prevention   
    

 Bans (substitution possible?) 

 Phase-outs (substitution possible?) 

 (tolerance only when benefit is overwhelming) 

Precaution-based 
 

 Containment in space and time2 

 Close monitoring of potentially adverse effects 

 (More) stringent provisions for compensation and liability 

 Selecting the functional equivalent with a significantly lower risk and / 
or less uncertainty 

 Bans (substitution possible?) 

 Phase-outs (substitution possible?) 

Risk-based 
 

- Technical standards 

- Economic incentives 

- Labeling and information 

- Voluntary agreements 

Concern-oriented 
 

All of the above: Choice is highly dependent 
on the outcome of participatory procedures of 
stakeholder and public engagement 

 
Table 5.2: Four management approaches 

5.4.1 Prevention 

This approach applies where threats have been identified in the assessment process as 
certainly and unambiguously to be serious. Existing preventive approaches yield a wide 
variety of instruments and measures appropriate for the reduction, phasing-out or banning of 
the activities or products in question. The only management objective here is to eliminate the 
threat-causing activity in a fashion that is as economically efficient and socially acceptable as 
possible. If the assessment process has brought to light any mitigating factors that justify 
conditional relaxation of restrictive regulatory instruments, evaluation may, however, address 
the possibility that the threat may nonetheless be tolerated if the benefits or justifications were 
sufficiently overwhelming. Whilst depending intrinsically on the case in question, the 

                                                 
2 The containment approach allows small steps in implementation enabling the managers to stop, or even 

reverse, the process as new knowledge is being produced or the negative side effects become visible. It is 
applied in European regulation of GM crops. Principally, for each case a risk assessment is carried out and 
the likelihoods of characterized hazards are determined by successively larger-scale experiments (case-by-
case, step-by-step approach). 
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criterion of sufficiency must, however, itself be extremely rigorous. Subject to the governance 
principle of participation, such a criterion could only be determined and applied through a 
broad-based process of participatory deliberation which might include both Internet-based 
and face-to-face deliberation, and would need to be further legitimated through dedicated 
procedures of democratic accountability. 

5.4.2 Precaution-based approach 

A precaution-based approach is required under the condition of unresolved scientific 
uncertainties. These imply that the (true) dimensions of the threats are not (yet) known. 
Therefore, it is vital to pursue a cautious strategy that allows learning by restricted errors. This 
management strategy needs to be informed by processes of precautionary assessment (detailed 
in Section 4.3) and a trade-off analysis of a set of functional equivalents of the product, 
process, or practice under consideration performed at the stage of evaluation. This trade-off 
analysis requires a more extensive reflection on and deliberation over the effects that the 
different choices would imply in different dimensions. The consideration of wider social and 
economic factors is here of particular relevance (as in the case of high degrees of socio-
political ambiguity, see the concern-oriented approach), as is the resort to ‘trans-disciplinary’ 
deliberation involving specialists from ethics, humanities and social (as well as natural) 
sciences, alongside active engagement by a diversity of interested and affected parties through 
the Internet Forum, and possibly also through face-to-face participatory deliberation processes 
(for more detail see Chapter 7). Specifically precautionary management measures may 
include, for example, small steps in implementation (containment approach) and close 
monitoring of potential side effects that enable managers to stop or even reverse the process 
as new knowledge is being produced or the negative side effects become visible. They may 
also be associated with enhancing the resilience of threat-bearing systems so they can better 
cope with surprises. Strategic options for resilience include diversification of the means for 
approaching identical or similar ends and reducing overall catastrophic potential or 
vulnerability. They may further include an emphasis on the substitution of those products, 
processes or technologies presenting the greatest threats and more stringent provisions for 
compensation, including strict and absolute liability regimes, mandatory insurance 
requirements, and product-withdrawal schemes. 

5.4.3 Risk-based approach 

For those threats, which can be adequately described by the two classic components 
‘probability’ and ‘extent of harm’ (on the basis of more or less sophisticated data modelling 
depending on the complexity of the given threat), management measures may include, for 
example, the setting of technical standards, economic incentives, education, labelling and 
voluntary agreements. Measures to deal with more complex risks where it is more difficult to 
establish the cause-effect relationship between the risk agent and its potential consequences, 
may further include additional safety factors or redundancy and diversity in the design of 
safety devices. Evaluation can be done on the basis of traditional methods such as risk-risk 
comparison (for instance, does the new activity replace an established activity with a greater 
risk to human health, or would an established activity be substituted by an activity implying a 
greater risk to human health?), cost-effectiveness and cost-benefit analysis or balancing of 
risks and benefits with a clear priority on human health effects. Certainly, the proper use of 
these instruments requires transparency over subjective ‘framing assumptions’, sensitivities 
and limits to applicability and their implications for the shaping of parameters on both sides of 
the cost-benefit equation. Participatory processes beyond the Interface Committee and/or the 
Internet Forum at the stages of evaluation and management would not be required. 
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5.4.4 Concern-oriented approach 

This strategy applies to situations in which there is intense controversy among key 
stakeholders and also different parts of the affected and / or observing wider public over the 
framing of the food safety problem, the appropriate ways to interpret the assessment results, 
and / or the need and requirements for management. The stakeholders on the Interface 
Committee, the concern assessment, and also the deliberations via the Internet Forum, are 
major sources of information about whether these conditions are given: Are there strongly 
divergent viewpoints on the type of problem given, the relevance, meaning and implications 
of factual explanations and predictions for deciding about the acceptability or tolerability of a 
given threat, and the values and priorities of what should be protected? As pointed out above, 
in such circumstances of high socio-political ambiguity there is the need to organise a broad 
societal discourse in which issues of fairness, visions of future technological developments 
and societal change, and preferences about desirable lifestyles and community life play a 
major role, preferably at the stage of evaluation. Compared with the situation of scientific 
uncertainty, it is of even higher relevance that under this condition management is informed 
by the conclusions of a broad ‘trans-disciplinary’ deliberation at the evaluation stage. As will 
be described in more detail in Chapters 6 and 7, the Internet Forum is a means of generally 
assuring that all stakeholders and also representatives of the wider public can question and 
collectively consider all major elements of the governance process, including evaluation and 
management decisions. When food safety problems are subject to strongly divergent cultural 
attitudes, political perspectives, or economic interests, it might be required to, in addition, 
organise face-to-face participatory deliberation processes involving all relevant stakeholders 
and/or representatives of the wider public. If the choice of the appropriate management 
measures is highly contested as well, both stages, evaluation and management, might need to 
be subjected to extended participation. Applicable methods include randomly selected 
citizens’ panels or juries, voluntary advisory groups, consensus conferences, and other face-
to-face participatory techniques aimed at resolving ambiguities and value conflicts. The aim 
of this more extensive participatory deliberation is to ‘close down’ on the most robust basis 
for consensus or common ground in decision making (informed by processes of concern 
assessment which, as outlined above, ‘open up’ the salient features of the ambiguities in 
question and the particular divergences of perspective; see Chapter 7 for a more detailed 
discussion). At the end, in management, discrete measures need to be selected and 
implemented.  

Following this approach to management, the intervention measures to be adopted may include 
any of those listed above as appropriate to prevention, precaution, or risk-based approaches. 
The significant difference with the concern-oriented approach is that measures will be highly 
dependent on the outcome of procedures of stakeholder and public engagement. 

 



6. Legal and Institutional Aspects of the General Framework 

E. Vos and F. Wendler 

6.1. Introduction 

As stated in previous chapters, one of the primary objectives of the General Framework is to 
be fully compatible with the existing legal requirements of EU food safety regulation and to 
be implementable with as few institutional changes as possible. Following this objective, it is 
stressed at the outset that the General Framework could be put into practice without any major 
structural changes within the current system, by taking into account its procedural and 
methodological recommendations. This applies especially to the handling of different types of 
food safety threats, the involvement of stakeholders, and an increased awareness of the need 
for a transparent and consistent coordination between assessment and management, in 
particular with regard to the tasks of framing and evaluation. Yet, it is argued that some 
limited institutional changes would facilitate the realisation of the innovative steps of food 
safety governance established by the General Framework, especially the tasks of screening, 
the setting of terms of reference and evaluation, and the reconsideration of participation 
procedures. Therefore, this Chapter is aimed at setting out a proposal for such limited 
institutional changes. These recommendations are summarised in Table 6.1 below, together 
with the legal and institutional issues involved. 

6.2. Proposal for institutional changes 

This proposal for limited institutional changes as recommended by the General Framework 
consists mainly of three parts:  

1) the creation of a Screening Unit and Panel on Concern Assessment within EFSA as part of 
a proposal for the improvement of the capacities of EFSA to fulfil the functions foreseen 
in the General Framework;  

2) the establishment of food safety interface institutions to improve the inclusiveness, 
transparency and coherence of the setting of terms of reference and evaluation; and 
finally, 

3) better application of existing rules, both with regard to stakeholder involvement and 
decision-making procedures in the framework of the comitology procedure. 
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Main functions 
within the General 
Framework 

Embeddedness in 
existing structures of 
food safety regulation 
and the GFL 

Responsible 
actor(s) in 
current 
arrange-
ments 

Institutional changes 
recommended? 

Framing: 
Review 

 

General development 
and oversight of food 
safety governance 

Variety of arrangements 
and procedures 

EP, Council, 
Commission, 
EFSA, 
Member 
States  
(Standing 
Committee on 
Food Chain 
and Animal 
Health) 

No specific changes; 
however, comments made 
through the Internet Forum 
and the Interface Commi-
ttee may lead to review  
e.g. existing (screening) 
criteria, thus leading to 
modification of existing 
procedures  

Framing: 
Referral 
 

Identifying problem 
and applicable legis- 
lation and referring 
the matter to EFSA for 
Screening 

Consultation of EFSA as 
required by Art. 29 GFL 
or specific procedures; e.g. 
according to Reg. 
1829/2003 EC; Dir. 2001/18 
EC et al. 

Commission,  
EP, Member  
States 

No specific changes; 
however, comments made 
through the Internet Forum 
may lead to referral, thus 
leading to modification of 
existing procedures 

Framing: 
Terms of 
Reference  
 

Specification of the 
terms of reference for 
the assessment 
  
 

Setting the terms of refe-
rence by the originator of 
the request for an opinion; 
Co-ordination by DG SAN-
CO when opinion is reque-
sted by the Commission 

Commission, 
EP or Member 
States  

Yes: Creation of an 
Interface Committee (with 
two options proposed), 
and an Internet Forum  
 

Screening Identification and 
basic characterisation 
of threats 

Definition of risk assess-
ment in Art. 3 (11) GFL, 
description of tasks of EFSA 
in Art. 22 (4) and 23 (f) 
GFL 

EFSA Yes: Creation of Screening 
Unit within EFSA 

Assess-
ment 
 

Applying the four 
approaches to 
assessment identified 
in the General 
Framework 

Definition of risk  
assessment in Art. 3 (11) 
GFL and related articles 

EFSA Yes: Creation of a 
Concern Assessment 
Panel within EFSA; better 
application of existing 
rules: reconsideration of 
participation procedures 

Evaluation 
 

Conducting an  
acceptability/ 
tolerability judgement 

Definition of risk manage-
ment in Art. 3 (12) GFL, 
consideration of ‘other 
legitimate factors’ in 
authorisation procedures 
(Art. 7, Reg. 1829/2003 EC) 

Commission, 
Member 
States 

Yes: Creation of an 
Interface Committee (with 
two options proposed), 
and an Internet Forum 

Manageme
nt 
 
 

Identify, assess,  
select and implement 
measures 

Definition of risk manage-
ment in Art. 3 (12) GFL and 
related articles 

Commission, 
Member 
States 

Better application of 
existing rules: reconside-
ration of voting require-
ments in comitology proce-
dure, and participation pro-
cedures 

 
Table 6.1: Proposal for limited institutional changes 

With the proposed institutional changes, the General Framework seeks to implement the 
following objectives and principles. It is aimed at:  

a.) introducing more transparency into the conduct of food safety governance procedures, 
in particular the drafting of terms of reference, evaluation, and decision-making at the 
stage of comitology. This objective builds on efforts made by both EFSA and the 
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Commission to increase the transparency of risk assessment and to achieve a better 
understanding of the limitations of science by risk managers, key stakeholders, and the 
public1. Furthermore, this objective builds on calls by the Commission for transparent 
decision-making procedures regarding the application of the precautionary principle in 
this area (CEC 2000a : 18); 

b.) achieving better involvement of stakeholder organisations and the wider public, 
particularly in relation to the scientific uncertainty and socio-political ambiguity 
involved in a given food safety threat. It takes as a basis both the Commission’s White 
Paper on European Governance (CEC 2001) stressing the importance of the principle of 
participation, and its Communication on the Precautionary Principle, urging for the 
involvement of all interested parties in the decision-making process at the earliest 
possible stage (Ibid.); 

c.) ensuring the effectiveness and flexibility of procedures of food safety governance and 
avoiding bureaucratic overload, a need very much highlighted by policy practitioners in 
the workshop-based feedback and review process (see Chapter 10, this report). The 
general principle of effectiveness is moreover also enshrined in the Commission’s White 
Paper on European Governance; 

d.) embedding the innovative procedures of framing (review, setting the terms of 
reference), screening and utmost possible evaluation within the existing structures, in 
order to make the General Framework as easily applicable as possible and reduce the 
costs of institutional innovations to a minimum;  

e.) providing for procedures for handling threats which involve scientific uncertainty and 
socio-political ambiguity that comply with both legal requirements and principles at 
European level and international agreements in the framework of the WTO (in 
particular the WTO’s Agreement on the Application of Sanitary and Phytosanitary 
(SPS) Measures), as these represent fundamental obligations on the conduct of food 
safety regulation at European level.  

The proposed institutional changes mentioned above – in relation to the improvement of 
capacities of EFSA and the design of the food safety interface institutions – are outlined in 
more detail in the following sections. 

6.3. Improved capacities of EFSA 

The General Framework recognises EFSA as the central actor for risk assessment and does 
therefore not alter the distribution of tasks between EFSA and the Commission established by 
the GFL. However, it proposes two limited innovations with the objective of increasing the 
capacity of EFSA to take on the functions allocated to it by the General Framework. These 
recommendations relate to the conduct of screening by means of a specifically designed unit 
and the creation of a panel for concern assessment, which are set out below.  

6.3.1 Screening 

The tasks of hazard identification and characterisation undertaken through screening are part 
of risk assessment as defined in the General Food Law (GFL, Art. 3 (11)), and should 
therefore be fulfilled by EFSA. This is underlined by the enumeration of the tasks of EFSA in 
the GFL, which include the duty to ‘collect and analyse data to allow the characterisation and 
monitoring of risks which have a direct or indirect impact on food safety’ (Art. 22 (4)). 
Similarly, the GFL establishes the task of EFSA to ‘undertake action to identify and 
characterise emerging risks, in the field within its mission’ (Art. 23 (f)). 
                                                 
1 As expressed in various working documents of both institutions already discussed in Chapter 1, this report. 
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In the present state, it appears that, while EFSA may be scientifically equipped to undertake 
the task of screening, there is currently no specific department or unit capable of co-ordinating 
the referral of screening questions to the Scientific Panels and expert services2. Therefore, it is 
recommended that a new structure should be created with a specific responsibility for the 
conduct of this task, acting as a coordination point for the referral of questions and the 
collection of the corresponding answers from the responsible scientific units. This implies the 
creation of a ‘Screening Unit’, established as a small structure which would mainly have the 
task of acting as secretariat for the conduct of screening. It would therefore not conduct the 
investigation of the questions asked through screening itself, but have the task of passing on 
requests for screening to the different scientific panels or EFSA’s Scientific Expert Services 
(such as in the fields of data collection, pesticides, zoonoses, and further units that are 
currently being established), and potentially also the various Working Groups established 
under the auspices of many Scientific Panels. Within the organisational structure of EFSA3, 
the Screening Unit would be inserted as part of the department on ‘risk assessment’ and 
would be conceived as a structure co-ordinating and overseeing the permanent scientific units 
of EFSA, which exist with parallel mandates to the Scientific Panels.  

6.3.2 Concern assessment 

With regard to concern assessment, it was noted in the discussions at the workshops with key 
actors in food safety governance (cp. Chapter 10, this report) that EFSA lacks the social 
scientific expertise to undertake this task, and that concern assessment could best be 
undertaken through a specific structure that works in parallel and in interaction with the 
existing Scientific Panels. The General Framework thus envisions the creation of a ‘Concern 
Assessment Panel’ to serve EFSA, in combination with a specific unit with social scientific 
expertise within EFSA’s scientific expert services. The creation of a new Scientific Panel 
would require a decision by the Commission in the framework of the comitology procedure, 
made at the request of EFSA (Articles 28 (4) and 58 (2) of the General Food Law). The last 
adjustment of the number and names of EFSA’s Scientific Panels was undertaken through 
Commission Regulation 575/2006 (Commission of the European Communities 2006), which 
added the Panel of Plant Health (PLH). The creation of an additional unit of the scientific 
expert services would require action by the Management Board of EFSA which has the task 
of ensuring that EFSA carries out its mission and the tasks assigned to it (GFL, Art. 25 (7)). 

6.4. Interface between assessment and management 

6.4.1 The need for more transparency, participation and co-ordination 

The feedback gathered from the series of workshops highlights the need to avoid an 
overburdening of procedures and the addition of unnecessary bureaucratic layers in the 
attempt to introduce more transparency, participation and co-ordination4. The General 

                                                 
2 These insights were gained both at the SAFE FOODS subproject 5 workshop with industry representatives 

(Haigerloch Castle, 18/19 September 2006; Dreyer et al. 2006b), and the workshop with risk managers 
(Fondation Universitaire, Brussels, 23/24 October 2006; Vos and Wendler 2006b).  

3 For an organigramme of EFSA, see: http://www.efsa.europa.eu/etc/medialib/efsa/about_efsa/structure/ 
126.Par.0003.File.dat/comm_efsaorganigr_en.pdf. 

4 In an earlier version of the General Framework (Stirling et al. 2006) we had proposed both the establishment of 
an ‘Operational Committee’ (suggested in two slightly different forms) to be composed of assessors, 
managers and stakeholder representatives with the task of discussing terms of reference and evaluation, and 
a more flexible ad-hoc consultation procedure under the auspices of the Commission. Two primary 
problematic issues were brought up during the workshops, 1) the bureaucratic overload of the proposed 
institutional and procedural changes, and 2) the difficulty or impossibility to select representatives of 
stakeholders to be present on the ‘Operational Committee’ (these criticisms are dealt with in more detail in 
Chapter 10, this report). 
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Framework supports that position. In advocating more transparency and participation and 
improved co-ordination in the interface procedures, the General Framework addresses the 
current problems in the risk governance process as well as the answers to various proposals by 
both EFSA and the Commission to increase the transparency of risk assessment: An EFSA 
guidance document to the Advisory Forum on increasing the transparency of risk assessment 
(EFSA 2006a: 9) calls for a close information exchange between the EFSA Scientific 
Committee or Panel and the originator of a request for a scientific opinion, recognising that 
while the General Food Law ‘provides for a clear distinction between risk assessment and risk 
management, … an efficient and transparent mechanism of interaction is obviously needed to 
ensure that appropriate exchanges may satisfactorily take place, particularly in more complex 
cases’5. The guidance document furthermore states that these interactions should seek to 
ensure that the terms of reference of questions put to EFSA are clearly drafted, and that 
opinions provided by EFSA are clearly formulated with the underlying science, indicating 
uncertainties in the assessment, so that ‘the information given in the opinion can be well 
understood and used by the originator of the request’ (Ibid.). This guidance document follows 
an earlier information note by EFSA on increasing the transparency of risk assessment (EFSA 
2004a: 5). In this document, EFSA expresses its plans to shed more light on the terms of 
reference and to include in it a description of the strengths and limitations of the data used and 
the underlying assumptions, the criteria for inclusion or exclusion of available scientific 
information for a given risk assessment, considerations about appropriate stakeholder 
engagement and other process-related issues, consistent documentation, and science-based 
statements about the need of additional studies for the conduct of a risk assessment. Similarly, 
as already mentioned, DG SANCO has also highlighted the need for good interaction and 
communication between risk assessors and risk managers, and suggested a formal procedure 
through which scientific groups in charge of risk assessment should designate two 
representatives to meet risk managers before the start of an assessment and again after the 
establishment of a draft scientific opinion (DG SANCO 2005: 121). 

6.4.2 Institutionalising food safety interfaces 

A large part of the innovative proposals set out in the General Framework refers to the 
‘interface’ between the spheres of assessing and managing food safety threats. First, this 
‘interface’ comprises the task of setting the terms of reference. As pointed out through our 
empirical research, strong interactions between risk managers and risk assessors can be 
observed at this stage within the current institutional framework of EU food safety regulation. 
In current practice, the terms of reference are specified by the institution or authority that 
requests an opinion (Commission, Parliament or Member State). Currently, that is mostly the 
Commission. A specific unit of DG SANCO deals with the relations with science and 
stakeholders and is always involved whenever terms of reference are drafted and submitted. It 
co-ordinates all requests to EFSA for scientific opinions. This unit examines all mandates as 
to their background, tries to understand the type of answer the mandates are looking for, 
ensures the coherence with the other questions, sets the priority of the questions to be asked 
and establishes the legal basis under which to act. Here the exact phrasing of the question is 
spelled out, on the basis of the drafts made by the Commission officials dealing with the 
specific dossiers. The unit also functions as a ‘watchdog’ in that it is charged with ensuring 
that Commission officials who attend meetings of the Scientific Panels of EFSA do not 
transgress their role as observers (Vos and Wendler 2006a). While DG SANCO ensures co-

                                                 
5 The relevant passage of the document reads as follows: ‘A clear formulation of the question (i.e. ‘terms of 

reference’) is another important step before carrying out any risk assessment. These ‘terms of reference’ 
should include a clear definition of the concern and a plan for characterising and assessing the risk. Ideally, 
formulation of the ‘terms of reference’ should be considered as an iterative process involving dialogue with 
stakeholders, where appropriate’. 
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ordination between the process of risk assessment and risk management in this way, one of 
the shortcomings of the current practice appears to lie in the fact that this is often done in a 
rather opaque manner, leading to calls by the Commission for more transparent 
communication and interaction (Ibid. 121). The General Framework thus aims to make this 
part of the ‘interface’ more transparent and more inclusive. 

Second, the ‘interface’ relates to the step of evaluation which refers mainly to the 
consideration of the results of ‘risk assessment and other legitimate factors’ relevant to the 
matter under consideration which are defined as a part of risk management by the General 
Food Law (Art. 3 (12)). Here again, our empirical research revealed that evaluation is 
currently part of risk management and, as such, is often done in a rather opaque manner, and 
that there is no systematic involvement of stakeholders. In order to avoid an overburdening 
with new structures, the General Framework, here too, considers that evaluation should be 
conducted in the same structure as the setting of terms of reference, thus involving actors 
from assessment and management as well as stakeholder organisations within the framework 
of the Interface Committee. Against this background, the General Framework seeks to 
establish an innovative structure in order to achieve a more inclusive, transparent and 
systematic co-ordination between assessment and management activities.  

The General Framework recommends creating food safety interface institutions to improve 
both the transparency and consistency of the interaction between assessors and managers and 
the involvement of stakeholders herein. In this way it advocates a participatory process which 
goes beyond mere consultation and allows for more genuine engagement.  

The General Framework thus proposes: 

a) to create an Internet Forum in order to increase the transparency of interface 
communication and documentation, and to allow for the broader engagement of 
stakeholders and the public with these communications; and  

b) optionally, to create an Interface Committee, either in the form of a flexible and non-
binding Interface Advisory Committee or in the form of a more compulsory and binding 
Interface Steering Committee.  

Whilst the General Framework unconditionally recommends the establishment of the Internet 
Forum as a means for increasing the transparency and openness of interface communications 
to stakeholders and the wider public, it offers two variants to formalise direct, face-to-face 
debates between assessors and managers in an institutionalised structure. The three options 
thus proposed are as follows (see Table 6.2): 

1) the ‘minimum’ option, consisting only of the creation of the Internet Forum and leaving 
the direct interaction between assessors and managers to current practice without any 
further formalisation; 

2) the ‘maximum’ option, consisting of the creation of the Internet Forum combined with the 
compulsory discussion of all cases in an Interface Steering Committee (ISC); or 

3) the ‘intermediate’ option, consisting of the creation of the Internet Forum combined with 
a more flexibly applicable Interface Advisory Committee (IAC). As this option takes into 
account both the objective of establishing a more formalised setting for the interaction of 
assessors and managers, and the wish to keep the innovative structures sufficiently 
flexible, this option is proposed as the preferred option for the implementation of the 
General Framework. 

When reflecting upon these proposals, it is important to underline that the proposal to 
introduce a more coherent and transparent step of setting the terms of reference, as expressed 
in options 2 and 3, coincides with the ideas by both the Commission and EFSA to work 
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towards a more transparent and inclusive approach to defining the terms of reference in the 
process of risk assessment. Comparing the three options, we feel that the objectives of the 
General Framework are best expressed through an option that also includes a structure for the 
direct interaction between assessors and managers allowing for the necessary flexibility, 
which is suited best in the option of the Interface Advisory Committee.  

Before explaining the practical operation of these options in more detail, we will first explain 
what we consider the composition and tasks of the Internet Forum and the Interface 
Committee in its two variants should be like. 
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Internet Forum only 

 

‘Minimum Option’ 

Internet Forum and 
Interface Advisory Committee 

(IAC) 

‘Intermediate (and preferred) Option’ 

Internet Forum and 
Interface Steering 

Committee 
(ISC) 

‘Maximum Option’ 

 
 
 

INTERFACE ADVISORY COMMITTEE: 
 
Composition: 
- Core members: Equal number of 

assessors, managers, and stakeholder 
representatives, to be appointed by the 
Commission  

- Case-specific members: assessors, 
managers and stakeholders with specific 
expertise for different fields of food safety 
governance, to be appointed by the core 
members 

- Ad-hoc members: may be invited by IAC 
for specific cases (e.g. experts or 
representatives of MS or EP) 

 
Tasks: 
- Gives advice on the Terms of Reference 

and Evaluation to the Commission 
 
 
 
Working procedures: 
- Deals with but a selection of cases 
- IAC is convened by the Commission for 

particular cases, especially when screening 
has found uncertainty and/or ambiguity 

INTERFACE STEERING 
COMMITTEE: 
 
Composition: 
- as in the IAC  
 
 
 
 
 
 
 
 
 
 
 
Tasks:  
- Adopts Terms of Refe-

rence 
- Gives advice on Eva-

luation to the Commission 
 
Working procedures: 
- deals with all cases of 

food safety governance 

INTERNET FORUM 
 
Framing: 
- Publication of Terms of 

Reference 
- Exchange of views 

about referral and 
review 

 
Assessment: 
- Exchange of views on 

application of terms of 
reference in assess-
ment procedures 

 
Evaluation:  
- Exchange of views on 

evaluation of food 
safety threats 

 
Management:  
- Exchange of views on 

management options 

INTERNET FORUM 
 
(in addition to the tasks of the Internet 
Forum listed for the ‘Minimum Option’): 
 
- Discusses proposals for the appointment of 

stakeholder representatives in the IAC 
- Makes suggestions for cases to be 

discussed by the IAC 
- Discusses Evaluation results and the 

advice on Terms of Reference by the IAC 

INTERNET FORUM 
 
(same tasks as in case of 
the IAC) 

 
Table 6.2: Three options for the institutional design of the food safety interface 
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6.4.2.1 Internet Forum 

As explained above, the conduct of the ‘interface’ tasks (terms of reference, evaluation) builds 
on the objective of eliciting the views of a wide range of assessors and managers at both 
European and national levels, stakeholders and the public. Against this background, the 
General Framework proposes to establish a web-based deliberation and consultation forum, 
which could work as a way to generally involve the wider constituencies rather than those 
being part of the Interface Committee: a wider diversity of civil society groups, but also risk 
managers and scientific experts, including the Member States’ risk managers, and scientific 
experts affiliated to the Competent Authorities at national level. In this manner, the creation 
of the Internet Forum responds to the concerns of inclusion, selection, and representation that 
unavoidably come up within the context of the membership of the Interface Committee.6  

The General Framework therefore proposes to launch a website under the auspices of DG 
SANCO (managed by the Unit of Science and Stakeholder Relations), on which contributions 
made by (both European and national) assessment and management actors, stakeholders and 
also the wider public could be posted. It is envisaged that the Internet Forum should be 
organised in four platforms, relating to the main elements of the General Framework 
(Framing / Assessment / Evaluation / Management).  

The Internet Forum would be used to increase transparency, especially through the 
publication of the draft terms of reference, but also to engage its participants in a debate and 
open exchange of views. With regard to the logic of involvement, the Internet Forum could 
serve, firstly, as a platform for both the targeted consultation of interest groups and civil 
society organisations by the Commission, EFSA and, possibly, the Interface Committee (‘top-
down’), and secondly, the more spontaneous and open elicitation of views and concerns of 
participants in the forum (‘bottom-up’) (see Table 6.3 below). 

1) ‘Top-down’. In cases where more specific responses of stakeholders and the public are 
sought with regard to particular cases of food safety governance, the Internet Forum could 
make use of involvement techniques with the ‘top-down’ logic. The debate in these cases 
would be rather strongly pre-structured (i.e. consultation documents would be posted on the 
website of the Forum with specific questions to be discussed), and the submission of 
comments would be restricted to a selected number of accredited stakeholder groups, to be 
chosen by the Commission7. This involvement technique could be applied to questions of a 
specific nature, such as the exchange of views about the draft terms of reference, screening 
results, the application of terms of reference and assessment results, and proposals for food 
safety management options. It is, however, stressed that the contributions of the participants 
should be directly visible on the website (and not just submitted to the Commission for 
consideration and summary), thus allowing for an exchange of views between the 
participants, and the evolution of genuine debate on the topics under discussion. 

2) ‘Bottom-up’. The ‘Bottom-up’ logic of involvement (i.e., one that follows the initiatives 
and concerns of interest groups, civil society organisations and the public) could be used to 
identify issues of concern to the widest possible variety of stakeholders and the public. This 
method could be applied to questions of a more general nature such as the discussion of the 

                                                 
6 As expressed by various participants in the workshops with key actors in food safety governance that we held 

between September and November 2006 (cp. Chapter 10, this report). 
7 The stakeholders chosen in this context could include all members and associated members of the main 

stakeholder consultation bodies of EFSA and the Commission, the Stakeholder Consultative Platform and 
the Advisory Group on the Food Chain, and a selection of interest groups and civil society organisations to 
which contacts have been established by EFSA and by the Commission through specific consultations, e.g. 
the partners of the PRAPeR consultations on pesticides or organisations participating in debates on GMO 
with EFSA. 
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membership in the Interface Committee, the exchange of views on suggestions for referral 
and review (including the prioritisation of threats), and the exchange of views on the choice of 
management instruments and monitoring results. This implies that participants could take the 
initiative by suggesting which cases should be taken up for discussion, thus being able to 
make contributions to virtually any case of food safety governance. Importantly, these debates 
would not be mediated by the Commission or another institution, and hence contributions of 
participants would be posted on the website as they are, rather than being submitted to the 
Commission and then summarised in a report8. Furthermore, this kind of involvement would 
be open to all interested stakeholders and also the wider public. Given the potential problem 
of overcrowding, it is clear that this form of involvement could only be applied to a limited 
number of functions of the Internet Forum. 

As mentioned above, the General Framework suggests that the Internet Forum could be 
combined with one of the two variants of the Interface Committee (i.e., either the Steering 
Committee or the Advisory Committee). Therefore, one of the main tasks of the Internet 
Forum would in this case be to communicate with, and comment on the work of the Interface 
Committee. In this context, it is stressed that the discussions in the Internet Forum would not 
directly determine the agenda of the Committee, but serve as an additional input to be 
considered by its members. However, not taking into account concerns expressed in the 
Internet Forum could lead to infringement of the principle of good administration, in 
particular the obligation for the Commission to examine carefully and impartially all the 
relevant elements of the individual cases9.  

Therefore, the Internet Forum would involve a variety of involvement procedures in relation 
to the main tasks of interface communication, structured by the four platforms in relation to 
the four main governance stages envisioned by the General Framework. These include the 
following tasks shown in Table 6.3 below, indicating whether a procedure is applied with 
bottom-up or top-down logic.  

                                                 
8 Obviously, variations to these two points could easily be developed if this is desired (i.e. by restricting the 

range of cases that are up to discussion, and by introducing elements of summarising and mediation, i.e. 
through the establishment of contact points reporting from stakeholders and citizens to the website (as 
envisaged in existing Interactive Policy-Making initiatives of the Commission), or by introducing the 
existing technique of the Commission of gathering comments by e-mail and reporting them back to the 
website. 

9 According to a consistent line of case law of the Court of Justice, in cases where a Community institution has a 
wide discretion, it has to observe the procedural guarantees conferred to by the Community legal order. 
Those guarantees include in particular the obligation for the institution in charge to examine carefully and 
impartially all the relevant elements of the individual case. This will enable the Courts to ascertain whether 
the elements of fact and of law on which the exercise of the discretion depends were present. See e.g. Case 
C-269/90 Technische Universität München [1991] ECR I-5469, paragraph 14. We will leave outside the 
scope of this Chapter the problematic issue of access to justice for individuals for Community acts. 
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6.4.2.2 Interface Committee 

Apart from this web-based forum of involvement and debate, the General Framework also 
proposes a structure for the direct, face-to-face discussion between assessors, managers, and 
stakeholders. The two variants for this structure are being outlined in the following 
paragraphs.  

a) Interface Advisory Committee 

A first possibility of ensuring the direct co-operation between those responsible for 
assessment and management would be to establish an Interface Advisory Committee 
composed of assessors (i.e. members of EFSA Panels and scientific services), managers 
(i.e. members of units of DG SANCO in charge), and stakeholder representatives 
(including representatives of the key European consumer, industry and farmer 
organisations). The Committee would be established through a Commission Decision 
specifying its tasks and composition. The Interface Advisory Committee would adopt 
advisory opinions on the terms of reference of given cases and on the evaluation of 
cases addressed to the Commission. The institution or authority responsible for the 
definition of the terms of reference could then use these discussions to define the 
specific terms of reference forwarded to EFSA for an assessment. In this option the draft 
terms of reference would be published as soon as submitted to EFSA (in the current 
system, the terms of reference are revealed only after the completion of an opinion by 
EFSA)12.  

The Interface Advisory Committee would not be expected to deal with all cases of food 
safety governance, but to address only those cases considered to be particularly 
problematic or requiring further discussion between assessors, managers, and 
stakeholders. In practice, this would mean that the Commission convenes meetings of 
the Advisory Committee wherever deemed necessary, especially in cases where the 
results of screening have indicated sources of uncertainty or ambiguity. As indicated 

                                                 
10 This point needs to be specified with regard to whether or not one of the Interface Committees has been set up, 

as these play a major role in the setting of terms of reference; see Table 6.2 providing an overview of the 
three options proposed below for further specifications. 

11 As in the setting of terms of reference, this task differs slightly when either the Steering Committee or the 
Advisory Committee has been established; see Section 6.4.2 which provides a discussion of the three options 
proposed for the food safety interface institutions for further specifications.  

12 In current practice, the terms of reference are published in the register of requested opinions on the website of 
EFSA after an opinion has been established; for ongoing risk assessments, no terms of reference can be 
found on this website. See: http://www3.efsa.europa.eu/register/qr_panels_en.html. 

Platforms Tasks / Procedures 

FRAMING - Publication and exchange of views on the (draft) terms of reference (‘top-down’)10; 
- Exchange of views and suggestions about referral and review (‘bottom-up’); 
- Discussion of memberships in the Steering Committee or Advisory Committee if present 

(‘bottom-up’). 

ASSESSMENT - Exchange of views on the results of screening (‘top-down’);  
- Exchange of views on the application of terms of reference and assessment results (‘top-

down’). 

EVALUATION - Exchange of views on evaluation advice11 and evaluation decisions (‘top-down’). 

MANAGEMENT - Consultation on proposals for management options (‘top-down’); 
- Exchange of views on the choice of instruments and monitoring results (‘bottom-up’).  

Table 6.3: Tasks and procedures of the platforms of the Internet Forum 
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above, the Internet Forum would also have the opportunity to make suggestions about 
cases to be dealt with by the Advisory Committee. Furthermore, the Commission would 
be free to use the IAC as a forum for an exchange of views about questions of a more 
general nature. Therefore, it is envisaged as a structure that operates remotely from 
individual decision-making procedures in single cases of food safety governance. It 
would be dealing with but those cases that only assessors, managers, and stakeholders 
would like to discuss in the framework of the Committee. This way, the IAC would also 
be free to combine or ‘bundle up’ cases in a manner that appears conducive to the 
effectiveness of procedures and the avoidance of overload.  

It is envisaged that the Interface Advisory Committee would work in a flexible setting, 
with its composition depending on the case in question around a core of permanent 
members (see Table 6.4). To this end, the Commission would appoint a group of core 
members of the IAC consisting of an equal number (2-4) of assessors, managers, and 
stakeholder representatives (suggesting a size of the core group between 6 and 12 
committee members). These should include members of the ‘horizontal’ units of EFSA 
and the Commission (i.e. those units responsible for non case-specific issues as science 
and stakeholder relations, risk assessment, food law, and the food chain), and 
stakeholders with a background in the representation of the general interests of 
consumers, industry, farmers, and other interests involved in the food chain.  

Furthermore, in order to be able to deal with cases from different fields, the IAC should 
be convened in diverse constellations for each major field of food safety governance 
(suggesting 6-9 different constellations). These constellations could be established in 
correspondence with the eight Scientific Panels of EFSA. Therefore, in addition to the 
core committee members, each constellation of the IAC should include an equal number 
(2-4) of assessors, managers and stakeholder representatives with case-specific 
expertise. These committee members would be appointed by the core committee 
members and could be recruited from the Scientific Panels and scientific expert services 
of EFSA, the units of DG SANCO in charge of a specific field of food safety 
governance (such as pesticides, genetically modified organisms, animal health, etc.), 
national food authorities, and stakeholder representatives with a case-specific interest.  

Moreover, for particularly problematic cases, the IAC would be allowed to invite 
additional experts with specific interests or expertise on an ad-hoc basis, depending on 
the case in question. For example, if the originator of a request to EFSA is a Member 
State or the European Parliament, a representative of the respective institution should be 
invited to the committee session as an ad-hoc member. Although no fixed number of 
participants is prescribed for the IAC, it is clear that it should remain a sufficiently small 
structure to work effectively and therefore not include too many participants. The size of 
the IAC could therefore vary between 6 and 24 and be kept flexible, with the objective 
of bringing together the assessors and managers with specific expertise and 
responsibility for a given field of food safety governance (see Table 6.4).  
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 Managers Assessors Stakeholder 

representatives 
Core 
Committee 
Members 
 

2-4 persons representing 
‘horizontal’ units of DG 
SANCO (e.g. on science 
and stakeholder 
relations, food law, food 
chain and labelling) 

2-4 persons representing 
‘horizontal’ EFSA bodies 
(e.g. Scientific 
Committee, units on 
science and risk/concern 
assessment)  

2-4 persons having their 
background in the 
representation of general 
interests of consumers, 
industry, farmers or other 
interests of the food 
chain

Case-
specific 
Committee 
Members  
 

2-4 persons representing 
case-specific units of DG 
SANCO (e.g. on 
pesticides, GMOs or 
animal health) 
 
 to be appointed by 
the core committee 
members for all major 
fields of food safety 
governance (i.e. 6-9 
different constellations of 
case-specific committee 
members)  
 
plus: may invite ad-hoc 
members for particular 
cases when considered 
necessary 

2-4 persons representing 
case-specific bodies of 
EFSA (e.g. members of 
the Scientific Panels or 
of the scientific services) 
 
 to be appointed by 
the core committee 
members for all major 
fields of food safety 
governance (i.e. 6-9 
different constellations of 
case-specific committee 
members) 
 
plus: may invite ad-hoc 
members for particular 
cases when considered 
necessary 

2-4 persons with a 
background in the 
representation of case-
specific stakeholder 
interests 
 
 
 to be appointed by the 
core committee members 
for all major fields of food 
safety governance (i.e. 6-
9 different constellations 
of case-specific 
committee members) 
 
plus: may invite ad-hoc 
members for particular 
cases when considered 
necessary 

 
Table 6.4: Size and composition of the Interface Advisory Committee 

b) Interface Steering Committee 

A second, more strongly formalised variant of ensuring deliberations between assessors, 
managers and stakeholders, is the creation of the Interface Steering Committee. The ISC 
would have the same size and composition as the Interface Advisory Committee, and 
also serve as a platform where the terms of reference and evaluation are discussed 
between the three actor groups. However, contrary to the Interface Advisory Committee, 
the Interface Steering Committee would adopt the terms of reference instead of issuing 
only an advisory opinion. The tasks of the ISC with regard to evaluation, however, 
would still be restricted to the adoption of advisory opinions13. Furthermore, the tasks of 
the ISC could be defined as dealing with all cases of food safety governance, instead of 
a selection of only the more problematic cases. This could take into account the view 
that it is not only the deliberation about the terms of reference which requires an open 
exchange between assessors, managers and stakeholder, but also the more fundamental 
decision on the selection of critical cases. From this point of view, it could be argued 
that it would be less laborious to deal with all cases (albeit at different intensities) than 
to organise a meeting of the ISC in each case where assessors or stakeholders flag up 
critical issues. Moreover, the decision-making process on the selection of critical or 
special issues would also be subjected to full transparency. Therefore, whereas this 
option may appear as more burdensome at first sight, it clearly has its advantages in 
carrying forward the objectives of openness, transparency and stakeholder involvement 
in a very obvious manner. It is proposed as the ‘maximum’ option for the design of the 
food safety interface institutions in the General Framework.  

                                                 
13 For further explanations on this point, see Section 6.6.6 in this Chapter on the principle of the non-delegation 

of powers (Meroni doctrine).  
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6.5. Management: re-consideration of the comitology procedure 

‘Management’ as a part of the General Framework presented here has essentially the same 
meaning as the definition given in the General Food Law (Art. 3 (12)). One of the main 
recommendations of the General Framework with regard to this step of food safety 
governance refers to the re-consideration of procedures for the involvement of stakeholder 
organisations. It is important to stress, however, that the participation procedures (both at the 
stages of management and assessment) should be implemented without institutional changes. 
In this way, it will make use of existing arrangements and procedures and does not foresee the 
creation of another consultation body or forum.  

In addition, it should be highlighted that a particularly important and sensitive question in 
management refers to the application of the comitology procedure in the adoption of measures, 
such as the approval of authorisations. Whereas comitology committees were initially created 
to serve as a control mechanism for the fulfilment of implementation tasks by the Commission, 
in practice they mostly appear to work as a strong mechanism for deliberative decision-
making, advancing consensus as part of a regulatory network with a strong role for the 
Commission, thus raising questions about the transparency, control and oversight of the 
committees themselves. It is therefore unsurprising that comitology has been subject to 
intensive debates both in the academic and practitioners’ circles14. Hence it appears as one of 
the key institutional challenges in the field of risk management to ensure the compliance of 
comitology procedures with principles of good governance (especially transparency and 
accountability) while preserving this procedure as a pragmatic and powerful mechanism for 
deliberative decision-making and the creation of consensus around the adoption of measures in 
risk management.  

Following the comitology (regulatory committee) procedure, the Commission may currently 
adopt implementing measures (including authorisations) notwithstanding the absence of a 
political agreement among the Member States. In view of the problems that this approach 
causes, especially in the genetic modification (GM) practice, the General Framework 
recommends that in areas such as the authorisation of genetically modified food products, 
implementation decisions by the Commission should not be adopted in the absence of a 
qualified majority vote expressing the political support of a majority of the Member States for 
the adoption of such a decision. This recommendation might possibly be made without the 
requirement for changes in the institutional framework, as it would actually follow existing 
commitments expressed by the EC institutions. As the Commission does not seem to adhere 
to this, however, an amendment of the Comitology decision in this sense seems necessary. 
This requirement fits in with the General Framework by serving the objectives of coherence, 
transparency, and especially accountability. 

6.6. The General Framework and general principles of European law 

It is important that any decision adopted on the basis of the General Framework should 
comply with general principles of Community law, in particular the precautionary principle, 
the proportionality principle, and the subsidiarity principle. 

6.6.1 Precautionary Principle 

Today the precautionary principle is an important pillar of food safety regulation. The 
application of this principle is a source of much debate and controversy in Europe, and its 

                                                 
14 See Bergström 2005; Christiansen and Larsson 2007; Joerges and Vos 1999; van Schendelen 1998. 
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application leaves much to be desired in terms of consistency and clarity15. The GFL labels 
the precautionary principle as a general principle of food safety and is defined in Art. 7. 
Notwithstanding this definition, there is still much unclarity about the precise significance of 
the precautionary principle. In its landmark case National Farmers’ Union the European 
Court of Justice (ECJ) gave a broad definition to the precautionary principle stating that  

‘[w]here there is uncertainty as to the existence or extent of risks to human health, the 
institutions may take protective measures without having to wait until the reality and 
seriousness of those risks become fully apparent’16.  

Whilst other studies have already discussed the precautionary principle in much detail (Renn 
et al. 2003), this report aims to give the precautionary principle a place in the process of food 
safety governance, recognising that the principle needs to be applied throughout the whole 
process. Nevertheless, in its Communication on the Precautionary Principle of 2000, the 
Commission emphasised its view that the precautionary principle should be regarded as a risk 
management principle (CEC 2000a). It argued that ‘the precautionary principle is particularly 
relevant to the management of risk. The principle, which is essentially used by decision-
makers in the management of risks should not be confused with the element of caution that 
scientists apply in their assessment of scientific data’ (Ibid, Summary, para 4). Also the ECJ 
seems to see the principle foremost as a principle of risk management, although phrased in 
more flexible wording and referring to it as being ‘an integral part of the decision-making 
processes leading the adoption of any measure for the protection of human health’17. Yet, 
recent thinking in legal circles point out that from a legal point of view, nothing precludes that 
the risk assessment stage has to be carried out in accordance with the obligations stemming 
from the precautionary principle. We thus argue that in order to deal effectively with 
uncertainty, ambiguity, and ignorance, assessors should apply precaution at an early stage (de 
Sadeleer 2006: 148). 

6.6.2 Proportionality Principle 

The proportionality principle says that ‘any action of the Community shall not go beyond 
what is necessary to achieve the objectives of the Treaty’ (Article 5 (3) EC Treaty)18. In this 
way, it has particular relevance for risk governance measures, protecting human health. The 
proportionality principle has been developed in the case law of the European Court of Justice 
in the context of trade hindering measures adopted by the Member States. In particular the 
ECJ developed a threefold test to examine the validity of the measures adopted by the 
Member States and, in a later stage, the measures adopted by the Community institutions. The 
proportionality of the measures is thus judged by looking at the aim and nature of the 
measure. Questions to examine include whether or not: 

1) a measure is necessary in order to protect one of the recognised interests (such as 
protection of health and the environment),  

2) the measure is the least restrictive of trade, and 

3) the imposed restrictions are proportionate to the aim pursued19. 

                                                 
15 E.g., Sadeleer 2006; Corcelle 2001; Marchant and Mosman 2004; Forrester and Hanekamp 2006; Alemanno 

2001; Douma 2002; see also: de Sadeleer 2001a; de Sadeleer 2001b; Scott 2004; Ladeur 2003; Faure and 
Vos 2003. 

16 E.g. Case C-157/96, The Queen versus Ministry of Agriculture, Fisheries and Food [1998] ECR I-02211, 
para.63.  

17 Case C-236/01, Monsanto Agricoltura Italia, ECR [2003] I-8105, paragraph 133. 
18 See e.g. Protocol on the application of the principles of subsidiarity and proportionality. 
19 See de Sadeleer 2006: 148, referring to van Zwanenberg and Stirling 2003: 49. 
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Examination of the early case law of the Court of Justice revealed that in the field of free 
movement of goods the proportionality principle, as developed by the Court had already 
included a kind of precautionary principle long before the precautionary principle appeared in 
the Community context as a ‘true’ principle (Scott and Vos 2002: 25). It can thus be said that 
the precautionary principle ‘grew out’ of the proportionality principle, before it was finally 
recognised by the ECJ as an autonomous principle applying also to health issues20. 

6.6.3 Subsidiarity 

The principle of subsidiarity is a very much debated principle, too. It is laid down in the EC 
Treaty in Article 5 (2) which states ‘In areas which do not fall within its exclusive 
competence, the Community shall take action, in accordance with the principle of 
subsidiarity, only if and in so far as the objectives of the proposed action cannot be 
sufficiently achieved by the Member States and can therefore, by reason of the scale or effects 
of the proposed action, be better achieved by the Community’. The importance of this 
principle for the general risk governance is clear: the Community institutions should not 
exercise their powers in a way considered detrimental to the Member States. Yet, it will be 
clear that in view of the objective of free movement of foods, it will be likely that the 
Community will legitimately exercise its powers ensuring free circulation of those goods in 
the whole Community market. As we know, the subsidiarity principle clearly dictates that 
Member States should not be excluded from the process of creating a European Union based 
upon the rule of law, democratic principles, and solidarity. In this manner, one could say that 
observing carefully the procedural element of decision-making taking into consideration the 
level at which decisions are taken, how and in what way they are drafted, is also a means of 
implementing the philosophy of subsidiarity (Dehousse 1994: 124f). Therefore mechanisms 
which provide for co-operation between all the levels concerned might address Member 
States’ concerns for unnecessary Community activities and hence respect the subsidiarity 
principle (Vos 1999). Where the Advisory Committee proposed by the General Framework 
provides for the possibility to also include Member States as ad hoc members, this can be 
regarded as implementing the subsidiarity principle. The same applies to the opportunity for 
Member States to express their views through the Internet Forum. 

6.6.4 Good Governance 

The General Framework directly addresses the five principles of good governance identified 
in the 2001 White Paper on European Governance. With regard to the principle of openness, 
the Paper prescribes that EC institutions ‘should work in a more open manner’ and ‘actively 
communicate about what the EU does and the decisions it takes’ (CEC 2001: 10). As has been 
made clear in the course of this Chapter, one of the primary objectives of the innovations 
proposed by the General Framework is to increase the transparency of food safety governance 
especially during the crucial steps at the ‘interface’ of scientific assessment and political 
decision-making, requiring that all relevant interface communications should be made 
accessible to interested parties and the wider public through the Internet Forum. This applies 
equally to the principle of participation, which is addressed as a major objective of all steps of 
food safety governance outlined in the General Framework, and specifically supported 
through the creation of the Internet Forum and an Interface Committee that involves 
stakeholder representatives. By rendering the interaction of assessment and management less 
opaque and more open to critical observation and debate, the General Framework also helps 

                                                 
20 E.g. Case T-70/99, Alpharma v Council [2002] ECR II-3495 and T-13/99 Pfizer Animal Health v Council 

(Case T-13/99 Pfizer Animal Health v Council [2002] ECR II-3305 as well as joint Cases T-74/00 Artegodan 
v Commission (Joined Cases T-74/00, T-76/00, T-83/00, T-84/00, T- 85/00, T-132/00, T-137/00 and T-
141/00, Artegodan GMbH and Others v Commission [2002] II-ECR 4945). 
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to realise the principle of accountability, requiring that ‘each of the EU institutions must 
explain and take responsibility for what it does in Europe’. Through the recommendation to 
re-consider decision-making practices at the stage of the comitology procedure, the General 
Framework also follows the objective of increasing the clarity and responsibility of decisions 
made by the Member States, required by the accountability principle. Furthermore, the 
General Framework takes into account the principles of effectiveness and coherence by 
proposing a more effective and appropriate distinction of threats through screening, and by 
establishing an interface structure to render the co-ordination between assessment and 
management more systematic and effective.  

6.6.5 Good Administration 

Finally, the General Framework builds on the principle of good administration as one of the 
basic rights of citizens protected by European law. The principle is based on Article 41, on the 
right to good administration of the Charter of Fundamental Rights of the European Union, 
which was formally proclaimed by the Heads of State and Government at the Nice European 
Council and later enshrined in Part II of the non-ratified Constitutional Treaty. Although still 
formally non-binding, the Charter of Fundamental Rights may have visible effects, as its 
provisions can be used by national and European courts to interpret national and Community 
legislation in conformity with the Charter, especially with regard to provisions directly 
concerning the behaviour of public authorities such as Article 41 (cp. van Gerven 2005: 125). 
Furthermore, the right to a good administration may be called upon by citizens by referring 
cases of maladministration in the activity of Community institutions or bodies, to the 
European Ombudsman, a right set out by Article 43 of the Charter of Fundamental Rights. 
The right to good administration is also remarkable through the fact that it applies not only to 
EU citizens, but also to every person coming into contact with the Union’s institutions and 
bodies. The principle of good administration is established as guidance to the administrative 
behaviour of Community institutions and bodies, demanding their relations with the public. 
The first two paragraphs of Article 41 set out the content of the principle of good 
administration, establishing the principles of impartiality, fairness, and reasonable time limits, 
giving every person the right to be heard prior to any measure which might affect him or her 
adversely, and establishing the obligation on Community institutions and bodies to give 
reasons for their decisions (also enshrined in Article 253 of the Treaty21). The third and fourth 
paragraphs of the Article concern the compensation of damage caused by the EU institutions 
and the right to make written inquiries and receive answers in any of the languages of the 
Treaties. 

Departing from this legal principle, various attempts have been made to give substance to the 
exact meaning and application of the right to good administration. In this vein, the contents of 
this article have been spelled out in a European Code of Good Administrative Behaviour, 
drafted by the European Ombudsman and approved by means of a resolution of the European 
Parliament on 6 September 2001. The code details the rules of good administrative behaviour 
that EU institutions and bodies, and their administrations and officials should respect and 
abide by. Apart from imposing general principles of lawfulness, proportionality, objectivity, 
fairness, impartiality, and absence of discrimination and abuse of power, the Code prescribes 
in its Article 16 the right to be heard and make statements. The Article prescribes that in cases 
where the rights or interests of individuals are involved, officials of European Institutions 
shall ensure that the rights of defence are respected, allowing every member of the public the 

                                                 
21 Article 253 EC sets out that ‘Regulations, directives, and decisions adopted jointly by the European Parliament 

and the Council, and such acts adopted by the Council or the Commission, shall state the reasons on which 
they are based and shall refer to any proposals or opinions which were required to be obtained pursuant to 
this Treaty’. 
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right to submit written comments in cases where a decision affecting his or her rights or 
interests are affected. Furthermore, Article 18 on the duty to state the grounds of decisions, 
places the European institutions under the obligation to state the grounds of decisions that 
may adversely affect the rights or interests of a person, indicating the relevant facts and the 
legal basis of a decision. In addition, officials of European institutions are obliged to provide 
citizens who expressly request it with an individual reasoning for decisions.  

In addition to the general rights and obligations, the European Commission has also specified 
its own rules of good administrative behaviour in its relations with the public (adopted on 13 
September 2000), following initiatives to improve its administrative practices triggered by its 
White Paper on Administrative Reform, adopted after the resignation of the Santer 
Commission in 1999. Adding to the general obligations of European institutions and their 
officials outlined above, the Code prescribes that in cases where Community law provides 
that interested parties should be heard, Commission staff shall ensure that an opportunity is 
given to them to make their views known. Furthermore, the obligation is established that a 
Commission decision should clearly state the reasons on which it is based, requiring full 
justification for decisions as a general rule. Moreover, Article 3 of the Code sets out that any 
interested party who expressly requests a detailed justification shall be provided with it.  

Many of these obligations of ‘good’ or ‘sound’ administration have been developed by the 
ECJ. Important for the General Framework is, in particular, the duty for the Community 
institutions ‘to examine, carefully and impartially, all the relevant aspects of the individual 
case’22. This means for example that the scientific assessment must be made on the basis of 
scientific advice founded on the principles of excellence, transparency and independence in 
order to guarantee the scientific objectivity of the measures adopted and to preclude any 
arbitrary measures23. 

The significance of the principle of good administrative behaviour and the codes of conduct 
presented above for the General Framework is twofold: Firstly, by establishing the right to 
persons to be heard and the obligation of Community institutions to state reasons for their 
decisions, thus providing a guidance for the interaction between the expression of views in the 
Internet Forum and reactions by the Community institutions, in particular the Commission 
and EFSA. As mentioned above, these provisions establish the obligation to take into account 
the views expressed in the Internet Forum and to give reasons for decisions in relation to these 
views, especially in cases where the interests of individual persons are obviously affected. 
Whereas there would be no formal reporting mechanism from the Internet Forum to EFSA or 
the Commission, and the Internet Forum would not be able to directly determine the agenda 
of the Interface Committee, an obligation is established to take into account and discuss 
interests and concerns expressed by stakeholder groups and individual citizens through the 
online function. Secondly, the proposed institutional innovations can also be seen to further 
implement the objectives established by the right to good administration and the codes of 
good administrative behaviour, by giving both civil society actors and individual citizens an 
accessible instrument to make their views known, and to provide a forum for the Commission 
and EFSA to state the reasons behind their decisions through the increased transparency of 
communications at the interface between assessment and management. 

6.6.6 The principle of non-delegation of powers (Meroni doctrine) 
In this context, specific attention is also given to the principle of non-delegation, as expressed 
in the so-called ‘Meroni’ doctrine. The doctrine is still the dominant argumentation 
                                                 
22 Case T-13/99, para. 171, with reference to Case C-269/90, Technische Universität München v. Hauptzollamt 

München-Mitte [1999] ECR I-05469, para. 14. 
23 Case T-13/99, para. 171, with reference to Case C-269/90, Technische Universität München v. Hauptzollamt 

München-Mitte [1999] ECR I-05469, para. 172. 
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framework both in legal and political debates for restricting tendencies of functional 
decentralisation in the institutional structure of the EC to the degree of giving only very 
specific and limited powers to independent agencies (such as EFSA) and other bodies that are 
independent of the Commission. This doctrine was inspired by the case law of the European 
Court of Justice of the late 1950s24. In the Meroni cases, the Court rejected the transfer of 
sovereign powers to subordinate authorities outside the EC institutions and ruled that only 
‘clearly defined executive powers’ could be delegated, the exercise of which was to remain at 
all times subject to Commission supervision. Although the Meroni judgments related to the 
ECSC Treaty, their applicability to the EC Treaty has been generally accepted (see Lenaerts 
1993). This case law would suggest that only ‘strictly executive powers’ may be delegated to 
bodies other than the European institutions as only then the institutional structure of the 
Community would remain intact25. Although over the years some pro-delegation voices have 
been heard in the Commission, it is currently still the prevailing opinion, known as the 
‘Meroni’ or ‘anti-delegation’ doctrine that no discretionary powers can be delegated to 
committees or agencies that are created within the Community’s institutional structure (see 
Majone 2002: 330-331). This is also the reason for the ‘intermediate option’ being the 
General Framework’s preferred option (see Sect. 6.4.2), with the advisory nature of the 
Interface Advisory Committee fully respecting this Meroni or anti-delegation doctrine. 

The Meroni doctrine is relevant for the application of the General Framework with regard to 
the following aspects:  

- Terms of Reference / Evaluation: The doctrine may have implications for this step of the 
General Framework, as the intention is to transform the specification of the terms of 
reference from a closed process within the Commission into a co-operative exercise that 
is shared with assessors and stakeholders, and which may be transferred to an external 
forum composed of these three actor groups. This proposed change is not seen as 
infringing on the doctrine, as the setting of the terms of reference does not predetermine 
the outcome of assessment, and even less of the decision taken later on at the step of 
management. Nevertheless, if it should be felt that the Meroni doctrine interferes with 
the setup of a new organ deciding on the terms of reference, as this takes away relevant 
functions of risk analysis from the Commission, the ‘intermediate’ and ‘minimal’ 
options take account of such concerns. It is, therefore, also up to the interpretation of the 
Meroni doctrine which of the options to chose for this step. Equally, the doctrine needs 
to be considered in relation to the step of evaluation, which is also recommended as a 
task to be undertaken in cooperation between managers, assessors and stakeholders, in 
the Interface Committee that is independent from the Commission. However, the 
General Framework takes account of this concern in defining the task of the Interface 
Committee as a purely advisory one, which does not interfere with the full responsibility 
of the Commission for the decision about the outcomes of evaluation and the eventual 
conduct of management.  

- Assessment: The doctrine clearly has strong implications for the conduct of assessment, 
as tasks within this stage of food safety governance can only be allocated to EFSA as far 

                                                 
24 Case 9/56, Meroni & Co., Industrie Metallurgische S.p.A. v High Authority [1957-58] ECR 133 and Case 

10/56, Meroni & Co., Industrie Metallurgische S.p.A. v High Authority [1957-58] ECR 157. 
25 This case law would suggest that the following conditions apply to the admissibility of transferring sovereign 

powers to subordinate authorities outside the EC institutions: the Commission cannot delegate broader 
powers than it enjoys itself; only strictly executive powers may be delegated; discretionary powers may not 
be delegated; the exercise of delegated powers cannot be exempted from the conditions to which they would 
have been subject, had they been directly exercised by the Commission, in particular the obligation to state 
reasons for decisions taken, and judicial control of decisions; the powers delegated remain subject to 
conditions determined by the Commission and subject to its continuing supervision; and the institutional 
balance between the EC institutions must not be distorted; see Vos 2003. 
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as they fall within the sphere of risk assessment as defined by the General Food Law, 
and can thus be separated from functions of risk management falling under the 
responsibility of the Commission. This requires clarifications in some cases such as the 
presumption of prevention (in which the application of crisis management mechanisms 
is understood as a function of management), precautionary assessment (which is 
understood not to interfere with the final responsibility of the managers to apply the 
precautionary principle), and concern assessment (which refers to the gathering of 
information about socio-economic concerns, but not to their evaluation). Furthermore, it 
is understood that the choice of one of the approaches to assessment for a particular case 
of food safety governance does not preclude the choice of a particular management 
strategy and does therefore not interfere with the autonomous decision of risk managers 
of selecting, ranking, choosing, and implementing particular options to deal with a given 
food safety threat.  

- Management: This step does not pose a particular problem in the light of the non-
delegation doctrine, as decision-making is fully left as a responsibility assigned to the 
Commission (and the Member States), as set out in the General Food Law. 

6.7. The General Framework and WTO law 

As stated in the introductory remarks, one of the primary objectives of the General 
Framework is to achieve a full compatibility of food safety governance procedures with 
requirements at international level, especially in the framework of WTO agreements. The 
General Framework now, we argue (and, in particular, the way it proposes to carry out 
assessment) might be interesting for the EC as it offers a potential manner to make those 
decisions which are adopted according to the General Framework, ‘WTO compatible’. In this 
context, the added value of the General Framework is demonstrated through its objectivation 
or rationalisation of non-scientific values. As has been shown in previous chapters, these are 
subjected to a rigorous test through scientific principles, first at the stage of screening, and 
then addressed through setting up terms of reference and assessment, taking into account, in a 
systematic manner, the sources of scientific uncertainty and socio-political ambiguity 
recognised by assessors, managers, and stakeholders. Seen in this light, the concern 
assessment proposed in the General Framework, which is about gathering evidence about 
concerns through scientific methods (and hence not about expressing opinions on that 
evidence), could fall under the concept of ‘scientific evidence’ as interpreted by the WTO 
Appelate Body in Japan Apples, where it found scientific evidence to be: ‘evidence gathered 
through scientific methods, excluding by the same token information not acquired through a 
scientific method’26. In this manner, measures based on concern assessment and drawing on 
non-scientific values could potentially be regarded as science based in the WTO context27.  

6.8. Conclusions 

The General Framework proposes a limited set of optional institutional innovations referring 
mainly to the improvement of capacities of EFSA and the better co-ordination of management 
and assessment. These proposals are in line with insights gained from empirical research and 
documents from both EFSA and the Commission calling for improved communication and 
transparency at this interface. In this sense, three options for the design of interface organs 
have been presented, one of which – the ‘intermediate’ option combining the Internet Forum 
with an Interface Advisory Committee – is proposed as the preferred option. As outlined 
above, these options have grown out of discussions with risk managers, risk assessors, and 

                                                 
26 Japan Apples (Panel) para. 8.92. 
27 See for an excellent analysis of the SPS agreement, Scott 2007; see about WTO law in general, van den 

Bossche 2008. 
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representatives of both industry and NGOs in a series of workshops in which initial proposals 
were presented and afterwards revised in the light of the comments and suggestions received 
(see Chapter 10 for details of this workshop-based review and feedback process). These 
proposals are therefore not just the product of a purely academic exercise, but reflect and 
integrate the viewpoints of policy practitioners from both European and Member-State levels. 

It was stated from the outset that one of the major aims of the General Framework is to be 
fully compatible with the existing institutional structures of EU food safety regulation, the 
general principles of European law, and the requirements established through case law of the 
European Court of Justice and international agreements especially in the framework of the 
WTO. This Chapter showed that the General Framework is based on the objectives of 
improving the application of the principles of good governance and good administration, 
while being fully compatible with the principles of subsidiarity and proportionality. 
Furthermore, it is important to stress that the General Framework proposals not only are 
compatible with international requirements, but they can be used to establish more solidly the 
compliance of food safety governance decisions with requirements established through the 
SPS agreement. Finally, as stated in previous chapters, the General Framework contributes to 
the understanding of scientific uncertainty and the clarification of the suitability and necessity 
of measures thus constituting a major step forward in the consistent and transparent 
application of the precautionary principle in European food safety governance.



7. A Structured Approach to Participation 

M. Dreyer and O. Renn 

7.1. Introduction 

All previous chapters have already touched on the topic of participation. Chapter 6 has 
pointed out the core of the participatory design of the food safety governance framework this 
report proposes: It consists of food safety interface institutions – the ‘Interface Committee’ 
and the ‘Internet Forum’ – which are destined to function as intermediaries between science, 
policy, and civil society. The present chapter will provide a condensed presentation of the 
envisioned participatory design of the governance of food safety and, in doing so extend 
considerations on how to tailor participation to the purposes served at the different 
governance stages. Firstly, it will highlight the special value that is assigned to the interface 
institutions as formal mechanisms for putting the idea of inclusive governance advocated by 
this report into practice. Secondly, this chapter will present a guiding tool designed to assist 
the Interface Committee, or the European Commission solely (if no Interface Committee were 
to be set up), to specify whether it is required to resort to more extensive participation in a 
given case, i.e. to select additional participatory processes (extending beyond the inclusion of 
stakeholders and the wider public through the Interface Committee and web-based 
consultations and deliberations). This guiding tool, which will be set out in more detail below, 
distinguishes between different purposes of participation, specific to the respective 
governance stage, and different levels of intensity of participation depending on the levels of 
uncertainty and ambiguity. 

7.2.  Participation through food safety interface institutions 

This report recognizes the idea of inclusive governance as a necessary (although not 
sufficient) prerequisite for tackling food safety problems in both a sustainable and acceptable 
manner and, consequently, imposes an obligation to ensure the early and meaningful 
involvement of a diversity of social groups (Jasanoff 1993). Inclusive governance is based on 
the assumption that affected and interested parties have something to contribute to the process 
of food safety governance, and that mutual communication and exchange of ideas, 
assessments, and evaluations improve the final decisions rather than impede the decision-
making process or compromise the quality of scientific input and the legitimacy of legal 
requirements1. As the term ‘governance’ implies, analysing and managing food safety threats 
cannot be confined to private companies and regulatory agencies. Rather it involves a wider 
array of actors: political decision-makers, scientists, economic actors, and civil society actors. 

As set out in detail in Chapter 6, the General Framework advocates the setting up of ‘food 
safety interface institutions’ in order to improve the co-ordination between these key actors in 
the governance of food safety. These interface institutions present platforms for deliberation 
on major elements of the governance process. The Internet Forum is the most inclusive of the 
proposed interface institutions as it offers a deliberation platform with open public access 
(however, in order to keep the appraisal of the Forum’s discussions practicable, detailed 
posting should be conceded only to accredited stakeholders). Not only corporate and civil 
society actors, but also those responsible for management at Member State level, and 
scientific experts affiliated to the national Competent Authorities could use this deliberation 
forum to engage with the diversity of subjects. The Internet Forum is inclusive also in that it 
provides the opportunity to deliberate on all of the major elements underlying governance 

                                                 
1 See similar arguments in Webler 1999 and Renn 2004. 
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outcomes including the referral details, the screening results, the terms of reference, the 
assessment results, and the evaluation conclusions (Chapter 6 provides detailed discussion 
thereof). 

To create transparency on these elements means to subject the reasons of decision-making on 
food safety problems to public scrutiny. By inviting and expecting participants to not merely 
state their opinions but to also exchange views, i.e. to discuss each others’ standpoints and 
arguments, the Internet Forum extends beyond a mere consultation process: it is designed to 
provide the Commission and the proposed Interface Committee not only with individual 
feedback but also with feedback based (at least in part) on discussion, reflection, and 
persuasion, i.e. with opinions mutually informed by a diversity of views. Hence, the Internet 
Forum ties in with the increasing use of the Internet for documentation and consultation by 
both EFSA and the Commission2, but is aimed at providing, in addition, a forum for 
deliberation. Certainly, the breadth and intensity with which individual cases would be 
discussed through the Internet Forum can be expected to vary greatly, very much depending 
on the potential for conflict that might be implied in the cases. In that sense, the Internet 
Forum could act as both an entry point at major governance stages of a diversity of 
viewpoints into the governance process, and a signal for highly controversial issues with a 
great potential for social mobilisation. 

The recommendation of this report is to complement the Internet Forum by a food safety 
interface institution which brings managers, assessors, and key stakeholders together in a 
committee structure at two stages in the governance process: at the framing stage and the 
evaluation stage. It was underlined in earlier chapters that the interlinkages between the 
scientific and political aspects of food safety governance are particularly strong when 
questions and tasks are defined in relation to a given food safety threat (i.e. when the problem 
is framed) and when acceptability and tolerability judgements are made (i.e. when the 
problem is evaluated). This ‘hybrid’ character of framing and evaluation is likely to explain, 
at least in part, the need for improved interaction between assessors and managers in the 
performance of these activities, which was expressed by several EU-level and Member State 
assessors and managers whose views were elicited in the study of the governance systems at 
EU-level, and in France and Germany where assessment and management responsibilities are 
allocated to different institutions (Dreyer et al. 2006a, cp. Sec. 1.2.1). Judgments on facts and 
values are of equal importance in framing and evaluation. We recommend taking this fact into 
account by institutionalising a direct face-to-face exchange between the Commission, EFSA, 
and selected stakeholders about setting the terms of reference and evaluation. The 
deliberations of the Interface Committee (in one of its two variants) would draw upon 
stakeholder perspectives sought through the Internet Forum in order to take account of a 
broader range of viewpoints (unlike the Steering Committee the Advisory Committee would 
not be convened for every case but only for cases identified as specifically challenging and it 
would act merely in an advisory function; see Chapter 6 for a detailed account of the way in 
which the two committee options differ). 

7.3.  A guiding tool for deciding on extended participation 

As has already been mentioned above, specific cases might require that participation through 
the interface institution(s) be complemented by additional participatory processes. The 
proposed governance framework envisions a proceduralisation of decision-making over any 
possible extension of the scope of participation and about the selection of appropriate 
processes: If an Interface Committee is set up, it is part of the mandate of this body to advise 
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on this matter at the stages of framing and evaluation in consideration of the specific case and 
the given context and the overall socio-political climate. In all cases it will be the 
responsibility of the Commission to take the decision over the necessity for additional 
participatory processes.  

Aspects that could inform this decision-making process might possibly be derived from the 
Internet Forum and from the stakeholders who sit on the Interface Committee and can act as 
‘sensitivity sensors’ for highly controversial issues which call for broader participation. In 
addition, those consultative stakeholder bodies which have been established in recent years 
might be of some assistance in this respect, i.e. EFSA’s Stakeholder Consultative Platform 
which had its inaugural meeting in October 2005, the European Commission’s Advisory 
Group on the Food Chain and Animal Health established in August 2004, and DG SANCO’s 
Stakeholder Dialogue Group, which was created in December 2007. The primary task of these 
bodies is, however, to consult on broader policy and strategic issues and on questions with a 
more general relevance for risk assessment. Hence, they will deal with individual food safety 
problems only in exceptional cases. Yet in these exceptional cases, their discussions appear to 
deal also with particular aspects of framing and evaluation (see Wendler and Vos, Annex 2, 
this report). It would, therefore, be important for the discussion results to be taken into 
consideration in the Interface Committee deliberations. 

While these sources of information already have a great potential for facilitating decision-
making around the need for broader participation, the General Framework, in addition, offers 
a default assumption for decision guidance: It presupposes that a higher degree of 
participation will also be required under the conditions of high levels of scientific uncertainty 
and socio-political ambiguity. This corresponds with the central institutional idea that the 
Interface Advisory Committee is not convened for every case at the stages of framing and 
evaluation (in contrast to the Interface Steering Committee) but only for specifically 
challenging cases, including those cases where screening has identified the conditions of 
scientific uncertainty and / or socio-political ambiguity.  

In short, the guiding tool it offers for deciding on more extensive participation distinguishes 
between different levels of intensity and also diverse t purposes of participation (illustrated in 
a schematic form in Table 7.1 below). Intensity is linked to the likelihood of major societal 
debate or conflict surrounding the threat under review which is assumed to be higher under 
the circumstances of high levels of scientific uncertainty and socio-political ambiguity (on 
which the screening stage provides preliminary information, see Sect. 4.2). The different 
purposes of participation are being served at the different stages in the governance process 
and must be taken into account in the selection of appropriate participation processes. 

The question of what follows the requirements for extended participation will be discussed 
with regard to each of the four major governance stages. The purpose of participation will be 
discussed in terms of the type of discourse which is identified as being generic to each 
respective stage3. 

7.3.1 Participation during framing 

The type of discourse that is generic to the framing stage is called design discourse. This 
discourse (involving the Interface Committee, if set up) is aimed at setting the terms of 
reference including the scope, focus and design of assessment and at specifying the way 
(breadth, concrete procedures) in which stakeholders and / or the wider range of public are 
included in the assessment process beyond the formalized engagement mechanisms (i.e. the 
Internet Forum). Only in those cases where screening identifies high degrees of scientific 

                                                 
3 The labels for these different discourse types were first introduced by Renn 1999. 
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uncertainty and / or socio-political ambiguity would it be advisable to complement 
stakeholder participation through the Internet Forum (where the referral details and the 
screening results are documented) and the Interface Committee (if set up) by additional 
participatory processes. Appropriate procedures that could be used in a design discourse 
include formal hearings of relevant commercial and civil society groups (see Annex 1B for a 
short portrayal of this participatory instrument), open space conferences, and public forums. 

7.3.2 Participation during assessment 

The type of discourse that is generic to the assessment phase is entitled epistemic discourse. It 
comprises communication processes, where experts of knowledge (not necessarily scientists) 
grapple with the clarification of a factual issue (see Annex 1A for a short portrayal of some 
participatory instruments particularly suited for an epistemic discourse). The goal of such a 
discourse is the representation and explanation of a phenomenon as close to reality as 
possible. By knowledge we refer to systematic knowledge collected by established means of 
natural and social sciences and experiential knowledge collected by interactive techniques 
such as hearings or focus groups. Both types of knowledge are important for describing what 
we generally know about the threat (or about a set of functional equivalents to a threat source) 
and what we have learned in dealing with the threat or a similar threat source in the past.  

Subject to the provisions of framing, civil society actors and also the wider public, it may 
contribute to broadening and refining the infrastructure of knowledge and information, upon 
which evaluation and management decisions draw, also beyond the Internet Forum (where the 
terms of reference would be documented) through face-to-face methods of consultation and / 
or deliberation-based interactive elicitation. The conditions of high levels of scientific 
uncertainty and socio-political ambiguity in the first place would suggest such extended 
participation:  

- When a given threat is approached by a precautionary assessment, stakeholders should 
be asked to administer their specific knowledge regarding the likely consequences of the 
product / process / practice in question that carries a certain threat. The more uncertain 
the given threat is, the more a communicative exchange among experts of a great 
diversity of disciplines and also practical backgrounds is required to reach a coherent 
description and explanation of the phenomenon. Frequently, these discourses can only 
show the range of the methodically still justifiable knowledge, i.e. define the boundaries 
between the absurd and the possible, between the possible and the likely, and between 
the likely and the certain. Methods for this type of involvement include the Delphi and 
Group Delphi method, scientific consensus conferences and meta-workshops (Turoff 
1970; Webler et al. 1991). Under conditions of high scientific uncertainty, stakeholders 
should also be invited to engage in a comparative review and administer their specific 
knowledge in relation to a range of alternative options (i.e. functional equivalents) to the 
product / process / practice in consideration. The realm of knowledge needed to 
characterise uncertain threats expands the scope of traditional risk analysis and includes 
expertise about social benefits associated with the threat or its alternatives, about 
possible substitution pathways, potential for using ‘forgiving’ technologies, etc. 
Methods such as stakeholder surveys, qualitative interviews, focus groups, and public 
hearings are most appropriate for this task.  

- When a given threat is approached by a concern assessment, engagement with 
stakeholders is vital to elicit, as widely as possible, the concerns, perspectives, and 
preferred options that the relevant social groups, on the basis of their specific 
knowledge and information, have regarding the case under review. If the assessment 
drawing on the contributions and deliberations in the Internet Forum reveals that there is 
much debate, even in the wider public, and a high potential for social conflict involved, 
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it might be necessary to also conduct face-to-face inquiries among different groups and 
representatives of the wider public. Methods for this type of involvement include focus 
groups, stakeholder interviews, hearings and other interactive elicitation methods such 
as value tree analysis, option mapping, and others. 

It is important to note, that it is not the task of stakeholders and representatives of the wider 
public at the assessment stage to deal with normative questions pertaining to the acceptability 
or tolerability of either the threat itself, different strategic options (a set of products / 
processes / practices which are possible alternatives to the option in question), or management 
measures for tackling the threat. These normative issues are part of the evaluation and 
management phases. They are based on value judgements about what is ‘desirable’ rather than 
what is ‘true’. 

7.3.3 Participation during evaluation 

The type of discourse that is generic to the evaluation phase is named reflective discourse (see 
Annex 1B for a short portrayal of some participatory instruments which could be used for a 
reflective – or practical – discourse). This discourse comprises communication processes 
dealing with the interpretation of factual issues, the clarification of preferences and values, 
and a normative judgement of tolerability or acceptability. Reflective discourses are mainly 
suitable for balancing pros and cons, weighing the arguments and reaching a balanced 
decision on the basis of the epistemological discourse and social values and preferences.  

The purpose of stakeholder engagement here is to ensure that all values and preferences are 
included in the weighing procedure, and that the final judgement reflects the societal balance 
between innovativeness and caution. The stakeholders sitting on the Interface Committee (if 
set up) would re-convene with the managers and assessors during this phase and use the new 
knowledge from the assessment to draw normative conclusions about the threat in 
consideration. Part of the evaluation process would be to draw on the Internet Forum (where 
the assessment results and the (draft) evaluation conclusions would be documented) to judge 
the need for more comprehensive engagement involving additional stakeholders and / or the 
wider public. Again, the conditions of high levels of scientific uncertainty and socio-political 
ambiguity in the first place would suggest a more elaborate participation programme: 

- When scientific uncertainty is implied with a given threat, the central question is: How 
can one judge the severity of a situation when the potential damage and its likelihood 
are unknown or highly uncertain? In this dilemma, the Interface Committee or the 
Commission on its own (if the Interface Committee were not to be set up) may have to 
include all of the relevant stakeholders in a face-to-face participatory deliberation and 
ask them to find a consensus on the extra margin of safety (or alternative measure) in 
which they would be willing to invest in exchange for avoiding potentially catastrophic 
consequences. This type of deliberation relies on a collective reflection about balancing 
possible over- or under-protection. If too much protection is sought, innovations may be 
prevented or stalled; in case of too little protection, society may experience unpleasant 
surprises. The classic question of ‘how safe is safe enough’ is replaced by the question 
of ‘how much uncertainty and ignorance are the main actors willing to accept in 
exchange for some given benefit’. It is recommended that policy makers, scientists, and 
representatives of all relevant social groups (including the Interface Committee if set up) 
take part in this type of extended face-to-face discourse. It is also essential that the 
discourse should not just be preoccupied with the threat under review but that it also 
considers potential alternatives, social benefits, sustainable practices, and other related 
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aspects. Methods for this type of extended involvement include round tables, open space 
forums, negotiated rule-making exercises, or mediation4. 

- Threats characterised by high ambiguities require the most inclusive strategy for 
participation since not only directly affected groups have something to contribute to this 
debate, but also those indirectly affected. Resolving ambiguities in food safety debates 
necessitates a platform where competing arguments, beliefs and values are openly 
discussed. The opportunity for resolving these conflicting expectations lies in the 
process of identifying common values, defining different angles or perspectives 
allowing people to apply their own vision of a ’good life’ to judging the acceptability or 
tolerability of threats, without compromising the vision of others. Under the condition of 
high levels of socio-political ambiguity and a great potential for social conflict and 
mobilisation it is recommended complementing the deliberation through the Interface 
Committee (if set up) and the Internet Forum by face-to-face participatory deliberation 
with citizen involvement. Available sets of deliberative processes in which a randomised 
or deliberately stratified group of citizens work to scope and explore the issues and 
options in contention include citizen panels, citizen juries, consensus conferences, 
ombudspersons, citizen advisory committees, and others5. In addition, classic 
stakeholder engagement processes such as hearings might accompany the public 
participation program.  

7.3.4 Participation during management 

The type of discourse that is generic to the management phase is called practical discourse 
(see Annex 1B for a short portrayal of participatory instruments which could be used for a 
practical – or reflective – discourse). It comprises communication processes aimed at the 
identification, assessment, and selection of different management measures for reducing and 
managing ‘intolerable threats’ or ‘tolerable but not acceptable’ threats. The term ‘practical’ 
refers to the nature of decision-making, i.e. the different steps outlined in Section 5.3. The 
practical discourse looks at the variety of possible interventions, addresses the pros and cons 
for each measure or package of measures, and suggests a set of measures that appear to be 
effective, efficient, and fair. The main purpose of participation is here to ensure that relevant 
knowledge and different preferences are being considered in the conclusions on the selection 
of one or more management measures. If set up, the Interface Committee would give advise 
on participation procedures in this discourse with the Commission taking the decision. It is 
recommended that participatory deliberation reaching beyond the Internet Forum (where the 
evaluation outcome including the most appropriate management approach would be 
documented) should be employed at the stage of management when a high level of scientific 
uncertainty surrounds a given case, and / or under the condition that not only is the threat 
itself contested but socio-political ambiguities extend to the selection of management 
measures. 

- For highly uncertain threats it is advisable to have stakeholders involved in an exercise 
to balance pros and cons associated with each of the potential measures. Measures that 
increase resilience or robustness (as advocated by a precautionary approach) are often 
inferior to cost-minimization strategies when cost-benefit analysis or other formal 
balancing techniques are applied. Therefore the question of what methods to use when 
balancing pros and cons for evaluating a variety of measures should be a major topic of 
the stakeholder discussions. It is recommended that policy makers, representatives of 

                                                 
4 For a discussion of the use of these methods in the environmental field see: Susskind et al. 1978; Amy 1983; 

Moore 1996; Owen 2001; Gregory et al. 2001. 
5 See Kasemir et al. 2003; Joss 1999; Armour 1995; Renn et al. 1993; Kathlene and Martin 1991; Dienel 1989; 

Crosby et al. 1986; for reviews see: Hagendijk and Irwin 2006; Rowe and Frewer 2000; Lynn 1990. 
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major stakeholder groups, and experts on the impacts of each measure should take part 
in the discourse. Methods for this purpose include negotiated rule-making exercises, 
mediation, or mixed advisory committees including scientists and stakeholders6. 

- High socio-political ambiguity may lead to very different visions between social groups 
of how to address these ambiguities in form of management measures. If the measures 
are also highly contested, it seems advisable to organise a broad societal discourse about 
the appropriateness of these measures and the best way to achieve a consensus or an 
agreement on the measures to be taken. However such a discourse is conducted, the 
design of the participatory procedure should allow for a high degree of 
representativeness on the part of participants in relation to interested and affected parties 
in the wider society. The methods for addressing ambiguity in the evaluation process are 
also appropriate for handling ambiguity in the selection of management measures and 
hence include citizen forums, citizen panels, citizen juries, consensus conferences, 
ombudspersons, citizen advisory commissions, and similar participatory instruments in 
addition to classic stakeholder engagement processes. 

All four forms of discourse require the design of the participatory procedures to display these 
basic features: 

- a good level of transparency from the point of view of third parties, in documenting 
how specific inputs relate to the decision on one or more management measures; 

- no constraints as to the way in which participants may express themselves; 

- a high degree of reflection on the different conditions and perspectives bearing on the 
threat in question; 

- an effective level of communication between participants concerning the different 
factual and value issues involved. 

The combination of the four discourse types forms the fabric of the envisioned political 
culture in food safety governance. Each of these discourses produces different types of 
outcomes that are fed into the next governance stage and enlighten the politically accountable 
decision makers. It is stressed that, while all participants should have equal rights in the 
deliberation processes themselves, the responsibility for the final decision lies with the risk 
managers. 

To sum up: The General Framework advocates that public participation should be 
institutionalised, throughout the governance cycle, through the Internet Forum with open 
public access, and at the stages of framing and evaluation through an Interface Committee (in 
one of its two forms) bringing together assessors, managers, and key stakeholders. It further 
holds that a subset of food safety issues requires more extensive stakeholder and public 
engagement. The recommendation is that procedurally the intensity and form of engagement 
(participatory processes) be specified during the processes of framing and evaluation by the 
advocated Interface Committee in consideration of the given context and the overall socio-
political climate. The Framework recommends, however, proceeding on the preliminary 
assumption that under the conditions of high levels of scientific uncertainty and socio-
political ambiguity more extended participation which includes face-to-face participatory 
deliberation processes is of particular importance. 

                                                 
6 See Stolwijk and Canny 1991; Bacow and Wheeler 1984; Burns and Ueberhorst 1988; for a review see: Fiorino 

1990. 
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Governance 

stage 
 

Style of 
discourse 

Purpose 

As a contribution 
to: 

Institutionalised 
Participation 

Additional 
participatory 
processes 

Framing Design Drawing up the 
terms of reference 

Via the Internet 
Forum throughout 
the governance cycle 

 
 
At the stages of 
framing and 
evaluation: via 
stakeholder 
representation on the 
Interface Committee 

Procedurally, 
context-dependent, 
and specified at the 
stages of framing and 
evaluation 
 
 
Prima facie default: 
high levels of 
scientific uncertainty 
and/or socio-political 
ambiguity require 
extended 
participation 

Assessment Epistemic Gathering  
knowledge and 
information 

Evaluation Reflective Value-based 
judgements on 
tolerability or 
acceptability 

Management Practical Selection of 
appropriate 
measures 

 
Table 7.1: A structured approach to participation 

 



8. Communication About Food Safety1 

O. Renn 

8.1. Introduction 

In a thorough review of risk communication, William Leiss identified three phases in the 
evolution of risk communication practices (Leiss 1996: 85ff). The first phase of risk 
communication emphasized the necessity of conveying probabilistic thinking to the general 
public and to educate the laypersons to acknowledge and accept the risk management 
practices of the respective institutions. The most prominent instrument of risk communication 
in phase 1 was the application of risk comparisons. If anyone was willing to accept x fatalities 
as a result of voluntary activities, they should be obliged to accept another voluntary activity 
with less than x fatalities. However, this logic failed to convince audiences: people were 
unwilling to abstract from the context of risk-taking and the corresponding social conditions, 
and they also rejected the reliance on expected values as the only benchmarks for evaluating 
risks. 

When this attempt at communication failed, phase 2 was initiated. This emphasized 
persuasion and focused on public relations efforts to convince people that some of their 
behaviour was unacceptable (such as smoking and drinking) since it exposed them to high 
risk levels, whereas public worries and concerns about many technological and environmental 
risks (such as nuclear installations, liquid gas tanks, or food additives) were regarded as 
overcautious due to the absence of any significant risk level. This communication process 
resulted in some behavioural changes at the personal level: many people started to abandon 
unhealthy habits. However, it did not convince a majority of these people that the current risk 
management practices for most of the technological facilities and environmental risks were, 
indeed, the politically appropriate response to risk. The one-way communication process of 
conveying a message to the public in carefully crafted, persuasive language produced little 
effect. Most respondents were appalled by this approach or simply did not believe the 
message, regardless of how well it was packaged; this was also true for the area of food 
safety. The various food scares starting with BSE taught most people that the experts’ 
assurances that all food items are safe, are often based on wishful thinking, and that 
uncertainties and ambiguities have been downplayed in order to avoid economic losses. 

As a result of these communication problems, phase 3 evolved. This current phase of risk 
communication stresses a two-way communication process in which it is not only the 
members of the public who are expected to engage in a social learning process, but also the 
                                                 
1 There are two important points to make at the outset of the present chapter. First, throughout this chapter the 

term ‘risk communication’ is used in a broad meaning to denote all types of communication about food 
safety threats. In our conceptual framework the term ‘risk’ is defined in a strict sense, as referring to a 
situation where both the magnitudes of and the probabilities for a defined range of outcomes can be 
confidently quantified (see Sect. 1.1). In the present chapter, however, we have adopted the usual meaning of 
risk communication as a generic term to include any exchange of information dealing with the uncertain 
consequences of an event or an activity such as eating. In our terminology that will also include 
communication about uncertain or ambiguous food safety threats. A systematic differentiation between ‘food 
safety communication’ (the term which is consistent throughout our overall conceptual framework) and ‘risk 
communication’ (the term generally used in the existing body of literature which the chapter extensively 
refers to) would lead to confusion and would produce inconsistencies with the existing literature on risk 
communication. The second point to mention is that this chapter had not been included in the early account 
of the General Framework which was put up for discussion in the workshop-based feedback and review 
process (cp. Chapter 10). The chapter on risk communication was only added to the present report, partly 
because several of the governance actors who provided us with a feedback missed a discussion on this topic 
and advised us to add a section on risk communication. 
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risk assessors and managers. The objective of this communication effort is to build up mutual 
trust by responding to the concerns of the public and relevant stakeholders. The ultimate goal 
of risk communication is to assist stakeholders and the general public in understanding the 
rationale of risk assessment results and risk management decisions, and to help them arrive at 
a balanced judgement that reflects the factual evidence about the matter at hand in relation to 
their own interests and values (OECD 2002). Good practices in risk communication help 
stakeholders and consumers to make informed choices about matters of concern to them and 
to create mutual trust2. Our approach to risk communication is inspired by the rationale of the 
third phase and is in line with the concept of inclusive governance that we have pursued 
throughout this report. The concern of the public about being well informed and included in 
the risk debate, highlights, according to the German sociologist Ulrich Beck, a gradual change 
within the predominant social conflict in modernity (Beck 1992; 2000). The primary conflict 
during the early 20th century focused on the distribution of wealth among different social 
groups; after the Second World War, and particularly during the 1960s, the focus changed to 
the distribution of power in politics and economics. In more recent times, the major conflict 
has been about the distribution and the tolerability of risks for various social groups, regions 
and future generations. 

This shift of focus implies new forms of communication and collective decision-making 
between social groups and regulators, industry, civil society, and the public at large3. 
Professionalization of risk analysis and institutionalization of risk communication are 
reinforced by the salient characteristics of risk phenomena in most risk arenas, including the 
one on food safety. The traditional process of decision-making in food safety relied on 
deterministic consequence analysis. Anticipating the most likely impacts of a decision and 
weighing the associated costs and benefits of different options, in terms of formal analysis or 
by ‘bootstrapping’, had been the preferred methods of policy-making (Fischhoff et al. 1981). 
The questions of how to incorporate relative frequencies or probabilities within the decision 
process, how to cope with remaining uncertainties, and how to balance options with different 
compositions of magnitude and probability has become a major challenge for all food safety 
agencies (Zimmerman and Cantor 2004). A variety of strategies to cope with this new 
challenge has evolved over time. They include technocratic decision-making through expert 
committees or ignoring probabilistic information altogether (Löfstedt 2003: 423ff). The 
incorporation of probability assessments within decision-making requires new rationales for 
evaluating policy options and necessitates a revision of institutional routines (Freudenburg 
1988). It is one major objective of the report at hand to present new approaches to assessing 
and managing food safety threats under the different premises of full risk information, 
uncertainty, and ambiguity. 

In addition, public perception of probabilities and risks varies considerably within 
professional analysis4. Whereas experts usually give equal weight to probabilities and 
magnitude of a given risk, the intuitive risk perception reflects higher concern for low-
probability / high-consequence risks (cp. Covello 1983; Covello et al. 1988; Drottz-Sjöberg 
2003: 16). Thus, risk communicators have to face the institutional problems of coping with 
the new challenge of stochastic reasoning and, at the same time, with the intrinsic conflict 
between the perspectives of the scientific community and the public in general (Rogers 1999; 
Kahlor et al. 2004; Breakwell 2007: 161). Both reasons justify the already established practice 
of highlighting risk communication in contrast to other forms of nutritional communication 
(Renn and Levine 1991). 

                                                 
2 Cp. Hance et al. 1988; Lundgreen 1994; Breakwell 2007: 130ff; Renn 2008: 240ff. 
3 Cp. Luhmann 1989; 1993; Jungermann and Wiedemann 1995; IRGC 2005. 
4 Cp. Slovic 1987; 1992; Boholm 1998; Rohrmann and Renn 2000; Sjöberg 2000; Breakwell 2007; Renn 2008: 

98ff. 
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As a consequence of this prominence, the interest of public institutions and academia in risk 
communication has grown considerably during the last decades. Risk communication has 
become a popular topic in the literature5. Although originally conceptualized as a follow-up of 
risk perception studies, the work on risk communication has surpassed the limited boundaries 
of giving public relations advice for information programmes on risk, but extended its focus 
on the flow of information between subsystems of society6. 

The following subsections deal with the concept of risk communication that lies at the heart of 
our food safety governance framework as it has been proposed in this report. The second 
section explains the concept of risk communication and lists its major functions. The third 
section points out the requirements for risk communication at each stage of the food safety 
governance cycle. The fourth section describes the major risk communication approaches and 
instruments that could be used by communicating institutions. The fifth section explains the 
need for systematic evaluation of risk communication programs. The last section summarizes 
the results. 

8.2.  Definition and objectives of risk communication  

What is risk communication? The 1989 report on Improving Risk Communication, prepared 
by the Committee on Risk Perception and Communications of the US National Research 
Council, defined risk communication as: 

“… an interactive process of exchange of information and opinion among individuals, groups 
and institutions. It involves multiple messages about the nature of risk and other messages, 
not strictly about risk, that express concerns, opinions or reactions to risk messages or to 
legal and institutional arrangements for risk management” (US National Research Council 
1989: 21). 

Thus, risk communication fits into classic definitions of communication as a purposeful 
exchange of information between actors in society, based on shared meanings (DeFleur and 
Ball-Rokeach 1982: 133; Keeney and von Winterfeldt 1986). Purpose is required to 
distinguish messages from background noise in the communication channel. The term 
‘message’ implies that the informer intends to expose the target audience to a system of 
meaningful signals, which, in turn, may change their perception of the issue or their image of 
the sender (Jaeger et al. 2001: 129ff). Acoustic signals without any meaning do not constitute 
communication. 

If one accepts the premise that risk communication implies an intentional transfer of 
information, one must specify what kind of intentions and goals are associated with most risk 
communication efforts. The literature offers different objectives for risk communication, 
usually centred on a risk management agency as the communicator and the public as target 
audience7. For the purpose of this essay, objectives can be divided into four general 
categories8: 

                                                 
5 For overviews on the subject, see Chess at al. 1989; Covello et al. 1989; Leiss 1989; US National Research 

Council 1989; Atman et al. 1994; Morgan et al. 2001; Lundgreen 1994; Gutteling and Wiegman 1996; UK 
Inter-Departmental Liaison Group on Risk Assessment 1998; Covello and Sandman 2001; Löfstedt 2001; 
OECD 2002; Drottz-Sjöberg 2003; STARC 2006; Breakwell 2007: 130ff; Renn 2008: 199ff. 

6 See Kasperson 1986: 275; Plough and Krimsky 1987; Luhmann 1990; Jasanoff 1993; Fischhoff 1995; Leiss 
1996. 

7 See e.g., Covello et al. 1986: 172; Zimmerman 1987: 131ff; Kasperson and Palmlund 1988; US National 
Research Council 1989; Breakwell 2007:155ff. 

8 See similar classifications in: Chess et al. 1989; Hance et al. 1988; Morgan et al. 1992; 2001; DeMarchi 1995; 
Mulligan et al. 1998; Sadar and Shull 2000; OECD 2002; Löfstedt 2003; Leiss 2004. 
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 Ensure that all receivers of the message are able to understand its content and enhance 
their knowledge about the risk in question (enlightenment function). 

 Establish a trustful relationship between the sender and the receiver of risk 
communication (function of building up confidence in risk management). 

 Persuade the receivers of the message to change their attitude or their behaviour with 
respect to a specific cause or class of risk that relates, for example, to workers’ 
protection, smoking habit or nutritional information on food (function of inducing risk 
reduction through communication). 

 Provide the conditions for an effective stakeholder involvement on risk issues so that 
all affected parties can take part in a conflict-resolution process (function of 
cooperative decision-making). 

These functions require specific types or forms of risk communication. In general, four 
different forms of communication can be distinguished (cp. Chess et al. 1989; Lundgren 1994; 
Renn 2008: 205ff): 

 Documentation: This serves transparency. In a democratic society it is absolutely 
essential that, if the public cannot participate in the regulating process, people learn 
about the reasons why risk managers opted for one thing against another. Here it is of 
secondary importance whether this information can be intuitively grasped or 
understood by all. This situation is analogous to the information slips packaged with 
prescription drugs. Almost no one is able to understand them, save a few medically- 
trained people. Nevertheless, these slips have important messages for the average 
patient, too. They illustrate that no information is being withheld (Jungermann et al. 
1988). 

 Information: Information serves to enlighten the communication partner. In contrast to 
documentation, information implies that the target group can grasp, realize and 
comprehend the meaning of the information. 

 Two-way communication or mutual dialogue: This form of communication is aimed at 
two-way learning. Here, the issue is not a one-way street of informing someone, but an 
exchange of arguments, experiences, impressions and judgements. 

 Mutual decision-making and involvement: In a pluralistic society, people expect to be 
adequately included, directly or indirectly, in decisions that concern their lives. The 
goal here is to ensure that the concerns of the stakeholders are represented in the 
decision-making process, and that the interests and values of those who will later have 
to live with the risk effects will be taken up appropriately and integrated within the 
decision-making process. 

Effective and inclusive risk communication simultaneously implements all four forms of 
communication. These four forms meet the various needs of diverse publics. Furthermore, 
these forms can be linked to the four functions mentioned above. Information and dialogue 
are the most appropriate means of achieving enlightenment; documentation and dialogue (in a 
conflict situation facilitated by mutual decision-making) of building up trust and of reducing 
risk, resolving conflict and encouraging mutual decision-making. 

The following sections deal only with the first three functions: enlightenment, confidence- 
building and risk reduction by influencing behaviour. The fourth function of cooperative 
decision-making has been the main subject of Chapter 7 in this report. However, the boundary 
between risk communication and participation is always fuzzy and difficult to draw. 
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8.3. Risk communication requirements for each stage of the food safety 
governance cycle 

8.3.1 Communication during framing 
The first stage of the food safety governance cycle is dominated by the search for an 
appropriate frame under which the problem can be appraised and handled. The main task in 
term of risk communication is the assurance that all professionals involved in the subject area 
are, first, well informed and, second, enabled to provide feedback from their perspective. 

The specific communication challenge in the framing stage involves overcoming 
organisational, internal communication barriers or communication barriers based on the 
application of different legal norms and institutions (Renn and Walker 2008). As we had 
discussed in Chapter 7, in some cases the same terms are used in different ways; in others, 
various risk assessment methods are applied to the same situation. In others, again, divergent 
justification forms are used or different statutory provisions apply (for instance with regard to 
the food item or the goal to be protected). For that reason it is essential for these different 
reference frameworks to become themselves a subject matter of communication even though 
insiders are completely familiar with these differences in the reference frameworks (BfR 
2005). As soon as communication extends beyond departments (for example different panels 
of EFSA) or even risk assessment agencies (such as EFSA and the various national food 
safety organisations), the reference points which were seen as self-explanatory are, by no 
means, self-explanatory any more (Dreyer et al. 2006a). They must, therefore, be explicitly 
mentioned and communicated to all players involved. One way to assure a common 
understanding of the problem is to use the food safety governance framework that is 
advocated in this report. Furthermore, control and feedback loops are to be envisaged at the 
interfaces between the public agencies to ensure that the intention behind the information 
reaches and is understood by the addressees. Within our framework, the ‘Interface 
Committee’ is to be charged with this task of ensuring that all relevant actors are adequately 
addressed and ultimately included. 

Often food safety issues also relate to chemical, animal protection, or ethical issues (De Jonge 
et al. 2007). The question, for example, of how to handle the problem of animal cloning for 
agricultural use has to be framed and re-framed in the language of human health, animal 
welfare, and ethical acceptability. Representatives from diverse disciplines and constituencies 
may come from institutions with varying territorial or functional competences (e.g. consumer 
protection, safety at work, ecotoxicology, etc.). The most important task here is the 
comparison and expert commentary of the data and the conclusions drawn from them. It is not 
about standardising but about avoiding inconsistencies, e.g. due to overlapping or missing 
competences. As a rule, the starting point of risk communication is a consensus on the 
common frame for further analysis and management. 

When communicating with stakeholders and the public at large, risk communication at the 
framing stage should be inspired by two major goals: first, to ensure common understanding 
of the problem and second, to guarantee that alternative frames are collected and considered 
by the responsible authorities, in our framework the Interface Committee. The first goal is 
contingent on achieving a common understanding of the known terms and concepts that are 
familiar to all insiders involved. The central terms and concepts of assessment, evaluation and 
management should, wherever possible and legally admissible, be used for all external 
communication. It is particularly important that the terms and concepts clearly explain the 
degree of hazard, the overall context and the respective good to be protected. Whenever terms 
are to be used differently, an explanation of these differences should be given (BfR 2005). For 
instance, if the term ‘limit value’ or “standard” has different meanings in different contexts 
then confusion and irritation are unavoidable. It should be made clear to the addressees that 
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for formal, legal or contextual reasons, there has been a deviation from customary language 
use which is then, however, explained. Explanations of the key terms used are the first step 
towards achieving addressee-oriented processing of the material. Furthermore, risks must be 
presented in the overall context of risk-benefit analyses and the possibility of containing other 
risks by assuming a specific risk so as to position the risk and risk-containing measures in the 
overall context of the respective activity. 

The second goal is to ensure sufficient opportunity for feedback (cp. Atman et al. 1994; Leiss 
2004). In Chapter 7 we had already discussed formal ways of including stakeholders in the 
framing process. The representation of civil society in the ‘Interface Committee’ and its 
inclusion through the ‘Internet Forum’ (see Chapters 6 and 7 for detailed information on these 
two proposed interface structures) are major contributions towards achieving this goal. In 
addition, one could organise systematic surveys or focus groups as a means of learning more 
about competing frames and to understand the concerns of society before the decision on the 
best risk assessment strategy is taken. A more refined concern assessment can then be 
performed during the assessment stage. 

With respect to the general public, it is sufficient at this early stage to use media briefs or 
direct channels of communication (the Internet Forum) to inform all attentive audiences that 
the problem has been acknowledged and that the process of assessing, evaluating and 
managing the food safety threat has started. In addition, the information should contain the 
assurance that in the unlikely case that immanent dangers were to be detected, the fast route of 
prevention could be taken immediately. As we had explained in Section 2.2, we exclude from 
our analysis here the communication needs in case of a sudden crisis9. This would require a 
chapter of its own. 

8.3.2 Communication during assessment 
During the assessment phase communication is primarily directed to external scientists or 
experts from other public services, academia, and stakeholder groups. The main focus here is 
on an exchange of facts and arguments that are relevant for the characterisation of a risk or the 
assessment of the concerns. Handling and taking into account divergent views or divergent 
conclusions plays a major role in this stage. This is particularly true if the assessment reveals 
major uncertainties and ambiguities (Klinke and Renn 2002). 

Communication during the assessment phase is primarily oriented towards collecting and 
appraising knowledge claims, i.e. critically examining the respective evidence, comparing 
interpretations of situations and giving adequate consideration to differing views. 
Communication focuses on the characterisation of a given food safety threat undertaken by 
the risk assessment agency and on the related consequences for assessment down to 
indications that are relevant in the later stages of evaluation and management. In this context, 
communication initially provided the basis for mutual understanding of each other's position 
and plausibly indicating how emerging differences in scientific opinions can be taken into 
account in the characterisation and assessment process (see OECD 2002; BfR 2005). The goal 
of communication here is the mutual inspection of evidence which is used as the basis for the 
respective assessments. The involvement of experts from external institutions should also help 
to procure further data on the topic, to collect and bundle different interpretations of the data 
and, finally, to arrive at a robust and reliable overall assessment of the physical risks, the 
associated uncertainties, and the accompanying concerns. The choice of experts should reflect 
the whole range of prevailing scientific opinions, cover all relevant disciplines, if possible, 
and give priority to independent individuals (Webler et al. 1995). As pointed out in Chapter 7, 

                                                 
9 For this see the review in Fearn-Banks 1996. 
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this requires an epistemic discourse with the major carriers of the relevant knowledge camps 
(for example by means of a Group Delphi as explained in Webler et al. 1991). 

In addition to the involvement of external experts, the assessment stage also requires risk 
communication efforts targeted towards stakeholders and the general public. The main focus 
here is to inform all interested parties about the process of the assessment, the sources of 
information that the agency is using, and the timetable about when to expect the results. The 
major tool that we recommend for this purpose is the platform on assessment of the Internet 
Forum. More specifically, the communication in this phase should include (Ad hoc 
Commission 2003): 

 clear, timely and plausible documentation of all assessment processes and results, with 
information on the assessment methods and criteria used as well as on their factual and 
statutory bases; 

 information about the type of approach taken to assess the food safety threat (in our 
concept: prevention, precautionary, concern-based, risk-based; see Chapter 4); 

 information about the types of hazard and the corresponding risk by providing 
additional information on dose, exposure and contamination circumstances; 

 information on the relevant literature and other expert opinions; 

 information on how comments and tips from third parties are or have been taken over 
and processed; 

 information on participation and objection opportunities within the boundaries of the 
proposed epistemic discourse and 

 setting up a ‘clearing house’ on the Internet where interested users can access the 
latest information on the stage of the assessment and also ask their questions. 

A third important element of communication in this stage of the process is adequate 
documentation. It is mandatory that the risk assessment agency documents all sources and 
refers to the data sets and references used. To the extent that it has input its own experience 
into the assessment, it is to indicate what this experience is based on. For instance reference 
can be made to one's own (not systematically evaluated) observations, anecdotal evidence, 
analogy conclusions or the conventions prevailing in the respective scientific community. It 
should be clear where scientifically validated evaluations and where the agency’s own 
judgements have been adopted into the assessments. All sources and conventions used in the 
assessment process should be publicly documented, most preferably on the assessment 
platform of the Internet Forum. 

8.3.3 Communication during evaluation 
Food safety agencies such as EFSA are frequently accused of not taking due account of or 
even ignoring the diversity of values and lifestyles, which means that there is no consensus on 
which risks are acceptable or tolerable (see Löfstedt 2005; Bandle 2007). Furthermore, 
criticism is uttered regarding inadequate plausibility when it comes to specifying protection 
goals10, the level of protection, or priorities in conjunction with competing protection goals. 
During the stage of evaluation, the focus is on different values and weighing up criteria which 
may vary considerably in a pluralistic society. What is needed is the timely involvement of 
the representatives of stakeholders in this phase (Bunting et al. 2007). Conflicts would be less 
severe in this stage, if the main stakeholders were to be involved during the framing stage, i.e. 

                                                 
10 For example in the case of listeria, where cheese farmers in southern France do not understand the judgement 

of food safety agencies to ban cheese produced by non-pasteurized milk (Knight et al. 2008: 209ff). 
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when establishing the protection goals, the level of protection and the setting of priorities. 
Therefore, we advocate formalising participation of key stakeholders at these two stages 
through the Interface Committee. 

Ideally, all stakeholders who feel affected by the tolerability or acceptability judgement would 
be included in the evaluation stage. The Internet Forum can play a major role here for 
involving a wide diversity of social groups. An explicit invitation to take part in the 
communication (a ‘top-down’ logic of involvement, cp. Section 6.4.3.1) may be addressed to 
the risk initiators, delegates of organised interest groups such as representatives of industry, 
unions, associations, nature conservation organizations, or autonomous players (WHO/FAO, 
government representatives on all governance levels, specialist agencies, political parties). 

Of course, a decision must be taken in advance about which groups and respective goals are to 
be involved at this stage. As a general rule, as many groups as possible should be given an 
opportunity to speak in order to permit the entire range of arguments, concerns, worries and 
interests to be presented. However, for the sake of efficiency, depending on the degree of 
uncertainty and ambiguity, the number of participants may be limited. In Chapter 7 this point 
has been discussed in more detail. 

The main purpose of the communication with stakeholder groups at this stage of the process is 
to ensure that all relevant values and arguments for making a prudent judgment are being 
considered and deliberated. More specifically, the process should be based on (OECD 2002): 

 a mutual understanding of diverse points of view and their interpretation(s); 

 a written or face-to-face exchange of interpretations, criteria for evaluation, and input 
for balancing benefits and risks; 

 an integration of the concerns, worries and interests of the stakeholder representatives 
into the evaluation process; 

 an effort to reach a joint agreement on the further procedures for managing the food 
safety threat. 

A second major goal of communication in the evaluation stage is to improve mutual trust and 
credibility among all actors concerned (see Covello 1992; Renn 2007). To serve this goal, 
communication should focus on the exchange of all arguments, interpretations, trade-offs and 
assessment results that have gone into the final judgement on tolerability and acceptability. 
Communication should facilitate the understanding of the various standpoints and 
backgrounds that have been incorporated into the decision. Ideally, risk communication can 
identify how the concerns and interests of all the stakeholders have been considered and 
processed at the evaluation stage (Siegrist et al. 2000) and, in our framework, provide this 
information via the Internet Forum. In this context, possible disadvantages for individual 
groups resulting from the weighing-up process would be presented in a transparent manner 
and plausible explanations given as to why they were deemed unavoidable. 

Public information about the process and the results of the evaluation stage, i.e. the 
tolerability / acceptability judgment, should be guided by the following principles (BfR 2005): 

 The communicator (e.g. the food safety agency or the Interface Committee that we 
propose) should explain the weighing-up process for the acceptability / tolerability 
judgement and stress its willingness to accept proposals from other social players 
about this judgement. 

 The communicator should provide a clear, logical justification for the trade-offs that 
she / he has used to make the tolerability / acceptability decision. 
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 The communicator should always be accessible through an Internet link for collecting 
feedback from the general public, i.e., in our concept, the platform on evaluation of the 
Internet Forum. 

 The communicator should be available for discussions with media representatives 
about this evaluation process. 

When communicating evaluation results to the media or different public audiences (such as 
consumers, retailers, food critics, etc.), the communicating institution should keep the 
concrete socio-political context of the target group in mind as the risk information should be 
directly linked to the life circumstances of the participants. It is essential that the 
communicator orients him- or herself towards the addressees’ interests taking into account 
their needs and concerns when presenting the results of the evaluation process. Statements 
reflecting expert assessment of risks and concerns have to be cast in a format that the target 
audience is able to understand and digest. Technical terms should be avoided if possible, or 
only those terms should be used which are essential to understand the statement. Central 
statements should be rendered clearer through illustrations from the area of the addressees. 
Complex situations should be presented graphically if possible. 

With respect to information content, the communication to the various publics should be 
guided by the following design criteria (BfR 2005): 

 The communicator should communicate all risk-relevant findings and all arguments 
that were used in the trade-off procedure to ensure full transparency. 

 The communicator should explain the quality of the knowledge basis and stress that 
more exact and improved results are to be expected in future through further research. 
The communicator should indicate a deadline and responsibilities for the expected 
research results. 

 The evaluation process should be related to the experiences of the receivers. 
Consideration should be given to the differences between the individuals or groups 
concerned within pluralistic societies or between various cultural sub-groups (for 
instance groups with special diets). 

 The communicator should pass on the available scientific findings, experiences, 
assumptions, or presumptions as well as the judgements arrived at, assessments, 
interpretations or conclusions in a way enabling the addressees to make up their own 
minds. 

 The communicator should reveal where there is clear scientific evidence and where 
there are scientific uncertainties necessitating the precautionary approach of 
assessment. 

 The communicator should also refer to risk perception variables and the results of the 
concern assessment to the degree that they have influenced the evaluation process 
(Breakwell 2007). Such variables include (see Slovic 1992; Sjöberg 2000; Rohrmann 
and Renn 2000): 

 personal or institutional control opportunities; 
 maximum scale of disaster (what can happen in the worst case?); 
 sense-related perceptibility of the risk (can a consumer detect the risk by own 

means?); 
 perceived opportunities for self-protection; 
 perceived distribution justice (are specifically vulnerable groups at risk?); 
 perceived benefits. 
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Risk Communication during evaluation should ensure full transparency about all implicitly 
applied or integrated value judgements. If it is scientifically possible, probabilities should be 
quantified (for instance: four expected cases of disease when 10,000 people are exposed to a 
specific food substance). In addition, the communication should include information about the 
reference that was used to determine the desired protection target (if specified), the reasons 
for the choice of safety factors, NOAEL11 levels or other normative conclusions, and a 
characterisation of the remaining uncertainties and residual risks. 

8.3.4 Communication during management 
The management stage specifies the measures of how to deal with a given food safety threat. 
Such measures include licensing procedures, standards, economic incentives or disincentives, 
labelling, or technical specifications (IRGC 2005). Depending on the type and nature of the 
measure considered by the managers, different target audiences are directly or indirectly 
affected. For example, industry is the prime communication partner if the measures are 
directed towards specifying product composition, processing requirements, or concentration 
standards. In this case, communication must demonstrate that the chosen measures are (Renn 
2007): 

 effective to meet the desired safety goal; 

 efficient in the sense that no other measure could meet the same purpose with fewer 
costs in terms of money and other resource investments; 

 fair with respect to those who bear the costs and those who will enjoy the benefits; 

 congruent with the values and ethical norms that apply to this food safety threat; and 

 feasible and operational with respect to the legal norms, technical requirements and 
political priorities. 

The tasks of risk communication vary, if the measures are directed towards the final 
consumer. These measures include product labelling, food advisories, or educational 
programs. The German Ad-Hoc-Commission on the Harmonization of Risk Standards (2003) 
has coined a special term to illustrate the goal of risk communication when directed towards 
informing the consumer about risk reduction measures. The term they created is ‘risk 
judgement sovereignty’, meaning that all risk communication efforts should allow for every 
interested citizen to be able to make a personal assessment of the respective risks – in line 
with his/her own evaluation criteria, personal preferences and/or with ethical criteria he/she 
deems appropriate for society – and always provided that the citizen understands the proven 
impact of a product, the remaining uncertainties and the justifiable interpretation scope.  

In this context, communication is an open process of the mutual comparison of information 
and arguments. It should not be the aim of risk communication to persuade individuals to treat 
risks in a standardized way, but to inform consumers of the options they have to reduce their 
risks in accordance with their own preference structure (BfR 2005). For this purpose, they 
need to understand the implications of consuming a risky product, understand the probabilities 
and uncertainties surrounding these impacts, and to develop the appropriate judgmental 
capability to integrate this knowledge with their own values and preferences in order to form a 
balanced judgment about what to do. 

Risk management agencies (such as DG SANCO on the European level) have therefore the 
responsibility to inform the consumers about the mandatory measures (such as concentration 
limits) imposed on the food producers and suppliers, but in particular about the voluntary 
options that individuals have in reducing their overall risk from consuming food items. For 
                                                 
11 No observable adverse effect level (NOAEL). 
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this purpose, communication should be guided by the following principles (see OECD 2002; 
Renn 2008: 249ff): 

 Communication should include simple, clear messages and be appropriate despite the 
complex nature of the subject. Frequently, it helps to present the simple important 
messages at the beginning of the text and to deal with the more complex elements at 
the end of the message. Very interested readers or listeners are very willing to digest 
the entire text of the message; people who only have a superficial interest in the 
subject will feel that they have already obtained sufficient information from the 
introductory sentences. 

 Communication should be flexibly adapted to different situations by employing the 
most suitable methods. Depending on the communication context, other media or 
transmission channels are to be selected.  

 The material for communication should be complete and should contain all relevant 
information on the risk and on the risk reduction options. It should provide references 
for more in-depth information if consumers are willing to invest more time. 

 The material should be well illustrated and should provide intuitive access to the 
scientific foundations, the statutory provisions, the scope for action and the chosen 
risk reduction measures. 

 The communication should explain and illustrate all behavioural measures that could 
be applied for the purpose of risk reduction or avoidance. 

 The text of the communication should also be aimed at including particularly sensitive 
groups to an extent which makes sense within the framework of the risk involved. 
What is particularly important is information on suspected effects in infants, children, 
senior citizens, and the chronically sick. 

 The communication should admit any remaining uncertainties and demonstrate that 
the risk management agency can adopt a precautionary stance when there is sufficient 
suspicion of potential damage (explanation of the precautionary principle). 

 The communication text should avoid bureaucratic and legal jargon but should pay 
attention to the possible legal implications of a statement. 

 The risk management agency should assure the public that it is available at any time to 
answer further questions or accept comments, and should give the names of the 
corresponding contacts. 

When it comes to solving complex risk management problems and communicating them to a 
wider public, what is normally needed is a mixture of various but mutually interacting control 
and communication methods. Neither the experts with their technical understanding nor the 
stakeholders with their values can claim sole legitimacy for justifying management measures. 
If these measures are highly controversial, it is vital to communicate about them, in particular 
through the platform on management of the Internet Forum, but this is not sufficient. In these 
cases, as has been stressed in Chapter 7, innovative methods of involving stakeholders and the 
general public are particularly needed. Novel tools such as citizens' consensus conferences, 
citizens' fora and future workshops can be used in addition to the classic instruments such as 
hearings, panel discussions, and public group meetings (see Rowe et al. 2000; Renn 2008: 
330ff). A participatory approach is particularly recommended if the management measures 
affect the interests or values of the individuals or groups concerned, to a major degree, and if 
the costs and benefits of these measures are very unevenly distributed throughout the 
population. 
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8.4. Communication tools 

Which tools can be assigned to communicative and dialogue-driven procedures? There are 
three basic types of communication tools (see Wiedemann and Schütz 2000; BfR 2005): 

Information-based tools: These encompass all forms of communication oriented towards the 
communicating body informing the target group(s). Feedback or two-way communication is 
not envisaged. This type of communication should be selected when the group of addressees 
is very large and communication can be ensured through the mere transmission of 
information. Frequently information-based tools are suitable for the preparation or subsequent 
processing of dialogue or participation-based tools. The information-based tools include 
brochures and other written material, newspapers, classical PR (press releases, radio 
interviews), websites, events, etc. 

Dialogue-based tools include two-way communication with the addressees of 
communication, but without the addressees being given the opportunity to play an active role 
in the design, assessment or implementation of decisions and measures. Dialogue is, 
therefore, restricted to questions and answers, explanations and questions, the sounding out of 
opinions and judgements as well as reciprocal information. Dialogue-based tools include 
brochures with a return coupon, opinion polls, lectures, panel discussions, discussion rounds, 
Internet with feedback, chat-rooms, dialogue-based events, and open days for visitors. 

 

 

Figure 8.1: Communication tools (adapted from BfR 2005) 

 

Participation-based tools: The participation-based tools differ from the dialogue procedures 
in that they directly or indirectly integrate the concerns of the addressees into the decision-
making process. Here the boundary between dialogue and participation is often fluid. The 
participation methods can be classified in three groups: 

 Generating ideas and orientation: The orientation tools are designed to allow the 
groups concerned to help orient decision-makers without influencing them directly. 
The goal of orientation is for decision-makers to get to know and understand the 
concerns of the groups. Furthermore, some tools aim at discussing joint options with 
the group representatives and at reflecting together on the advantages and 
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disadvantages of each option. Orientation tools include the Internet Forum that we 
advocate (it can act as an entry point into the governance process at all four major 
governance stages of a diversity of viewpoints) and also hearings, non-binding round 
tables, citizens’ assemblies, open space conferences, and focus groups. 

 Self-commitment and self-governance: These tools are about co-ordinating actions 
which are carried out and implemented by the players themselves. The political 
decision-makers may provide stimulus or an organisational platform for this discourse. 
For instance measures may emerge which are in the interests of both groups. The self-
governance tools include working groups, future workshops, open space conferences 
(also suitable for espistemic discourses), round tables. 

 Recommending a decision: The decision-making tools involve the concrete 
preparation of a political (i.e. collectively binding) decision in the form of 
management recommendations or the decision itself. Discourses of this kind are 
appropriate when specific groups or representatives of the general public are to be 
directly involved in the decision-making process. In some cases participation of this 
kind is stipulated by law or is used consciously by political decision-makers in order 
to take the concerns of those affected by the decision into account and to secure their 
positive response to the decision. The ‘Interface Advisory Committee’ that we 
recommend (see Chapter 6) can be described as such a tool, as it advises the managers 
on the terms of reference as well as on the evaluation of food safety threats, the latter 
being an important input into the management decision-making. Other tools suited for 
this method are, for instance, round tables, co-operative planning rounds, citizens’ 
fora, consensus conferences and mediation (in the case of conflicts). 

The selection of the appropriate tools depends on the risk issue and the communicational 
function that the communicator intends to meet (Rowe et al. 2000). Regardless of what tool is 
being applied, the targeted audience expects high commitment and excellent performance. 
The addressees have high expectations of risk communication. The starting position for 
communicating to the public is not easy. The staff of risk assessment or management agencies 
faces increasingly emotional reactions, growing pressure to justify themselves and to offer 
objective insights and unbiased advice (Löfstedt 2005). Many risk assessors and managers are 
forced into a reactive role and must deal with ongoing dissent, uncertainties and a widening 
scope for action in the assessment as well as management process (Luhmann 1980). 
Communication programmes and internal structures must adapt to these new conditions 
(Wiedemann and Schütz 2000). How can institutions succeed in this? 

Risk communication cannot be done "in passing". It needs to be integrated into the 
organisational structure of the institutions involved in risk assessment or management (Ad- 
hoc Commission 2003). It is essential for risk communication to be firmly anchored in the 
risk assessment and risk management institutions, and for risk communication experts to be 
recruited to the teams of risk analysts and risk managers. Moreover, the participating 
scientific risk analysts and risk managers must be equipped with the communication skills 
needed to exchange their approaches and results among themselves and with the other players 
and to present them to the general public in an understandable and plausible way. Risk 
communication must be seen as an integral component of the entire regulation process 
starting in the preliminary phase of framing right through to the implementation of measures. 
All risk communication efforts should be timely and comprehensive, and reflect the concerns 
of the targeted audiences. 
 



 107

8.5. Evaluation of risk communication 

The actual implementation of risk communication decides, in the final instance, on the 
achievement of the desired goals. It is, therefore, essential to evaluate risk communication in 
order to assess its effectiveness (see Rohrmann 1992; 1995; Renn et al. 2005). The 
evaluations should be an integral part of any risk communication programme. During 
evaluation the contents, procedures and consequences (results and effects) of risk 
communication activities are being scientifically assessed using specific criteria with regard to 
the previously specified goals. The risk communication programme on food safety touches on 
highly relevant social topics such as health protection and central safety needs. For that reason 
alone, there is a need for an evaluation of the communication efforts if success is not to be left 
to chance. Common sense or subjective individual opinions are not enough. Intuitive 
efficiency assessments are misleading because of selective and mood-driven perceptions (De 
Jonge et al. 2007). For that reason, a systematic and empirically backed approach is essential. 
In order to ensure the implementation of the risk communication models, there is a need not 
only for scientifically backed but also ongoing evaluation along the lines of permanent quality 
control. 

Not only can an evaluation highlight whether and, if so, to what degree the desired goals have 
been achieved but also which elements in the risk communication programme have 
contributed to achieving, or failing to achieve, the desired goals (Bostrom et al. 1994). A 
strength-weakness analysis of this kind can also be used when a decision has to be taken 
about continuing or abandoning the programme or looking for an alternative. An evaluation 
also serves to justify the costs and resources needed for a comprehensive risk communication 
activity, and to peg out the foundations for efficiency considerations (Goldschmidt et al. 
2008). At the same time, a report must be given about the extent to which the communication 
corresponded to the needs of the targeted audiences. In this way, evaluation creates the 
empirical foundations for optimising the risk communication programme by providing a basis 
for a decision on the setting of priorities within the diverse range of possible combinations of 
tools. 

The evaluation should be conducted by external experts or by trained staff members who are 
experienced in putting together questionnaires, carrying out surveys, dealing with 
preconceived ideas or evaluating different data material (OECD 2002). Ideally, the 
assessment of the evaluation does not only look at the actual results but also at its unintended 
effects. Here the evaluation can concentrate both on the observation of internal and external 
effects. Good evaluation need not necessarily be complicated. What is important for 
compliance with a given cost framework are clear ideas about the goals to be achieved by the 
evaluation. 

An evaluation is interested in future-oriented, constructive recommendations for 
improvements and not in destructive criticism of the past. What is necessary here, is the 
willingness of all stakeholders to submit their performance to critical observation. An 
evaluation should be announced in advance to all players. It must be clear to everyone as to 
who is to be evaluated, what is to be evaluated, and the scale of the evaluation. 

There are numerous ways to perform an evaluation12. Among the most popular are: 

 Preliminary analysis, pre-test, focus group: Here the material or the evaluation 
procedure of the future evaluation programme is tried out in a test group (focus 
group). In simulations and role plays the effect of the ‘key message’ can be tested. A 
preliminary test reveals whether there are blockades in the flow of information and 
how the material can be improved. This can prevent ‘unpleasant’ surprises. The 

                                                 
12 See Rohrmann 1992; 1995; Bostrom et al. 1994; OECD 2002; Renn et al. 2005; Renn 2008: 318ff. 
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method is effective and highly efficient, and should be an essential part of all risk 
communication activities. 

 Systematic feedback: Systematic feedback involves obtaining feedback on risk 
communication activities directly from, if possible, all those concerned. In the case of 
oral communication, assessment sheets and short questionnaires can be distributed or, 
in the case of written communication, response forms can be attached (e.g. 
performance check). This method is extremely cost-effective, user-friendly and the 
results are rapidly available. However, the questions must be carefully couched; there 
should not be too many and they should permit clear answers.  

 Experimental design: The classical form of experiment design is the comparison test 
with a control group who were not ‘exposed’ to any risk communication activity 
(stimulus). This test has the advantage of being able to measure the effects of risk 
communication activities directly and without any possible third-party influential 
factors. However, the time and costs involved are considerable. 

 Surveys and interviews: A representative selection of all the people directly concerned 
are being questioned using a standardized or open questionnaire. From the angle of 
risk communication this does not so much entail surveys by opinion-poll institutes, 
intended for the overall population, as it entails a survey of the targeted audiences. The 
interviews can be recorded and then evaluated from the qualitative angle (this takes a 
lot of time, however). The interview offers the advantage of giving the interview 
partners an opportunity to immediately clarify unclear questions and to identify 
individual priorities. 

 Chat analysis: Internet chat rooms can be used for various purposes in order to pass on 
information to consumers, to enter into a dialogue with them and to collect 
information about one's own performance. On the Internet, participants communicate 
directly and anonymously with each other in real time, like in a forum. In addition to 
the contents, the written dialogue provides further assessment aids. Software programs 
permit rapid and comprehensive analysis of the arguments used and the profiles of the 
participants. The results obtained are limited in terms of their impact as the 
participants merely represent a specific participant circle (computer users). But chat 
analyses provide a rapid and relatively low cost opportunity for assessment by 
communication partners. 

8.6. Conclusions 

The communication process can be compared to a free market system in which goods are 
produced, transported, purchased, and consumed. In the long run, most of the good products 
will find their market niche, whereas the majority of bad products will eventually fail to meet 
the market test. Similarly, messages containing important information are more likely to reach 
their destination; but many trials may be needed to ensure this success. In addition, packaging 
can help to sell the message faster and to overcome obstacles on the way from the source via 
the transmitter to the final receiver. The package can help, if the message is worth 
transmitting; but even the best package will fail in the end, if the message is meagre, 
dishonest, or simply irrelevant. Almost any risk communication study is quick to point out 
that risk communication is not a public relations problem (see Gray et al. 1998; Bennet and 
Calman 1999). Advertisement and packaging of messages can help improve risk 
communication; but they cannot overcome the problems of public distrust in risk management 
institutions or cope with the incapability of the current risk arena to produce rational and 
consistent risk policies. The potential remedies to these two problems are: better performance 
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of all institutions dealing with or regulating risks, and restructuring the risk governance cycle 
to meet the requirements of effective and transparent risk handling. 

With regard to a good performance record as a prerequisite for credibility, many risk 
management institutions face the problem that their specific task is not well understood and 
that public expectations do not match the mandate or the scope of management options 
available to these institutions. This is certainly not unique to risk management agencies. 
Lipset and Schneider (1983) found out that elites in the US complain regularly about the 
ignorance and misconceptions of the public with respect to their mandate and performance. 
Regardless of whether this claim is true, a clear gap separates the self-perception of most 
institutions and their public perception. This is specifically prevalent in the risk arena because 
health and environment top the concerns of the public, and because the stochastic nature of 
risk impedes an unambiguous evaluation of management success or failure (Johnson 1993). 

In spite of these difficulties, careful management, openness to public demands and continuous 
effort to communicate are important conditions for gaining trustworthiness and competence 
(See OECD 2002; Renn et al. 2005). They cannot guarantee the success; but they make 
success more likely. Therefore, the first principle of good risk communication practice is to 
start with a critical review of one's own performance. Is the performance good enough to 
justify public trust? Are mechanisms in place that help discern the needs and requests of 
stakeholders and the general public? Is a two-way communication programme implemented? 
Is the communication honest, clear, comprehensive, and timely? Have all requirements for a 
transparent and accountable risk governance structure be met? 

The second most important principle of risk communication refers to its position in the risk 
management process. Many risk managers believe that risk communication starts after the 
management process is completed. Our food safety governance framework suggests, however, 
that risk communication must be an ongoing activity during all governance stages, i.e. 
framing, assessment, evaluation, and management13. Therefore, the second principle of good 
risk communication is to design an integrative food safety governance and communication 
programme ensuring a continuous effort of communicating with the most important 
stakeholders and the consumers from the framing to the management stage. In the early 
phases of framing – the identification of the problem and the choice of the appropriate 
objectives and criteria – risk communication needs to address issues such as the proper 
institutional umbrella under which the problems fit, the plurality of concepts and reference 
points to deal with the problem, the choice of methods and techniques to identify problems 
and to ensure public protection, and the setting or priorities in dealing with many problems at 
the same time. During the assessment stage, the protocols for prevention, precautionary, risk 
and concern assessment need to be communicated to those who have an interest in the 
assessment process. Feedback is also required in terms of collecting experiential and local 
knowledge about the problem at hand. In later stages, i.e. during evaluation and management, 
the rationale for making trade-offs between conflicting objectives, the targeted level of 
protection as well as the selection of management options need addressing. Questions in this 
context are: how do managers detect problems before it is too late? What criteria are being 
used for evaluating food safety threats? How is the decision process designed to accomplish 
an optimal trade-off between economic, environmental and public health objectives? 

If these questions can be positively answered, the designing of communication can be further 
optimised. The third principle of good risk communication practice is to tailor 
communication according to the needs of the targeted audience and not to the needs of the 
information source. Information should match public expectations. As trivial as this appears 
at first glance, it is one of the most violated principles in risk communication. Targeting the 
                                                 
13 Similar in: Leiss and Chociolco 1994; Jungermann and Wiedemann 1995; Leiss 1996. 
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message to the needs of the audiences requires more than a good intuition what the public 
allegedly needs to know. Targeted risk communication depends on state-of-the-art surveys 
about the information needs and the perceptions of the targeted audience (Fischhoff 1995). It 
is not sufficient to confine the communication process to a discussion of probabilities and 
consequences. Communication should include aspects such as whether the exposure is 
voluntary, what possibilities exist to exert personal control (or if that is not feasible, what 
institutions can fill that gap and monitor and control risks on behalf of the public), how the 
risk and its consequences are being managed, and how catastrophic events can be avoided. 
Risk communication is particularly difficult if risks are invisible to the consumer and may 
cause negative health effects after a long incubation time (Renn 2008: 115ff). These risks are 
particularly frightening for the consumer: they are associated with involuntariness, delayed 
effects, inability to be sensed by human organs, lack of control and unfamiliarity. To address 
these negative risk characteristics, it may be helpful to point to functional equivalents of these 
characteristics in a broader societal context. Potential equivalents are the assurance of a 
democratic decision-making process to counteract the impression of involuntariness and, as a 
replacement for personal control, the independence and impartiality of operating and 
regulating agencies. This may produce trust in their capability to monitor food items on the 
shelves, check composition and durability of goods and intervene if safety in the risk-
producing facility is not managed properly (Barr 1996). In addition, unfamiliarity can 
partially be compensated for by better functional knowledge about the risk and the associated 
technology. 

The fourth principle of good risk communication practice is to adjust and modify one's 
communication programme as a result of an organized effort to collect feedback and to sense 
changes in values and preferences. Many successful programmes of the past have turned out 
to be inappropriate in addressing today’s audience. Constant adjustment requires efforts to 
collect systematic feedback from the community, the relevant stakeholders and the general 
public. This calls for a continuous evaluation programme. 

Even if all these suggestions are followed, risk communication may not work (Trettin and 
Musham 2000). External influences, the overall climate of distrust, past management failures 
and specific incidents can transform risk communication into a never-ending frustration. This 
frustration – so familiar to most risk managers – is an indication of the need for a more 
fundamental risk discourse. The ultimate goal of a risk communication programme is not, to 
ensure that everyone in the audience readily accepts and believes all of the information given, 
but to enable the receivers to process this information in order to form a well-balanced 
judgement in accordance with the factual evidence, the arguments of all sides, and their own 
interests and preferences. To accomplish this goal, a risk communication programme is 
needed to provide the necessary qualifications to all participants and to empower them to be 
equal partners in making decisions about risk. We consider the setting up of the Internet 
Forum, closely linked to the Interface Committee, a major element and tool of such a 
programme. 

 



9. Implementation of the General Framework – Genetically 
Modified (Cry1Ab) Maize Case Study1 

A. Ely 

9.1. Introduction 

This chapter works through the case of placing transgenic Zea mays on the market for 
consumption as food (not cultivation or feed) of Bt Cry1Ab in order to demonstrate how the 
food safety governance framework introduced in the earlier chapters of this report could be 
implemented. It does not make prescriptive judgements regarding decisions that the respective 
institutions should make (e.g. around terms of reference, screening criteria or assessment 
outcomes), however it explains the mechanisms through which each of these stages would be 
executed, suggests possible results at each of these junctures and explains the potential 
consequences in terms of subsequent stages in the governance framework.  

Bt maize is among the first generation of genetically modified foods that were submitted for 
regulatory appraisal within the European Union (as early as 19942), and several events have 
received food safety clearance from EFSA. It is maize that has been engineered to express 
insecticidal toxins from the bacteria Bacillus thuringiensis. Cry1Ab is a type of toxin that 
targets certain Lepidopteran pests (butterflies and moths). The example is reminiscent of past 
product notifications for Bt176, Mon810 and Bt11 under the Deliberate Release Directive 
90/220 or the extension to include Bt11 sweet maize (to the Netherlands) under the Novel 
Foods Directive 258/97, as well as subsequent applications (through various legal procedures) 
for staked varieties derived from the aforementioned events. In addition, brief reference will 
be made to the discovery in December 2004 that Bt11 maize planted in 2001-2004 was 
contaminated with Bt10, a different Bt maize event (MacIlwain 2005). Had this discovery 
been the result of illness or mortality in consumers, this historical example might be thought 
of as a ‘food-scare’ event (of the type that the food safety governance framework was not 
formulated to deal with). However, in actual fact the contamination was discovered through 
laboratory research by the firm involved (Syngenta), and thus might more accurately fit 
within the monitoring stage of management. Here the framework illustrated in this case study 
could apply, with the new information in monitoring being fed into the framing stage for later 
screening / assessment by EFSA. 

Aspects of each of these historical cases will be mentioned in the chapter; however, in order 
to demonstrate the framework as clearly as possible, the hypothetical case study presented 
here will assume current levels of scientific knowledge as if a new Cry1Ab event were 
submitted for human food use under the contemporary legal framework (i.e. Regulation 
1829/2003 on genetically modified food and feed). As will be demonstrated in the later 
sections regarding ambiguity, it is possible that the concerns of some stakeholders will 
necessarily refer to issues beyond human food safety (namely the use of Bt maize in animal 
feed and for cultivation), leading to their brief mention in the hypothetical case study 
presented here. 

                                                 
1 As with Chapter 8, the present chapter had not been included in the early account of the General Framework 

that was put up for discussion in the workshop-based feedback and review process (cp. Chapter 10). Nor was 
it part of the revised version which was subjected for comments (Dreyer et al. 2007a). As with the preceding 
chapter on risk communication, the case study chapter was only added to the present report. This was mainly 
a response to the feedback of several of the governance actors engaged in the framework’s development who 
requested an illustration of the working of the governance framework through a case study. 

2 Bt176 was submitted to the French competent authority in 1994 under Part C of Directive 1990/220 
(notification C/F/94-11-03 originally submitted by Ciba Semences). 
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This case study will run through each of the stages in the proposed governance framework 
outlined in Chapters 3 to 5 individually. It should be remembered that the framework is 
flexible and able to respond to requirements for feedback or repetition of certain activities 
(e.g. referral back to EFSA following the identification during evaluation of a salient issue 
that was previously neglected in assessment). For the sake of simplicity, a brief overview of 
framing, assessment, evaluation and management are provided, without detailing all of the 
instances where this sort of feedback might occur. 

9.2. Framing 

9.2.1 Review 
In the case of Bt maize, ‘review’ refers not only to the adaptation and improvement of legal 
and institutional contexts within which the product is handled within the European Union, but 
also to the international environment which acts to shape the European context. In both cases, 
informal conventions and dominant practices as well as codified legal texts, are significant. At 
international level these might include the agreements of the World Trade Organisation 
(including the Sanitary and Phytosanitary Agreement as well as the Agreement on Technical 
Barriers to Trade), the non-legally binding OECD (2003) consensus document on maize (Zea 
mays (OECD 2003)) or the implications of the Cartagena Protocol on Biosafety for the EU’s 
supply to export markets. 

At EU level, the General Food Law3 acts as a basis for the governance of food safety and 
would apply in all cases where new food products are to be put onto the market. In addition, 
certain existing legal instruments are explicit in the ways in which they frame assessments. 
For example, Decision 1829/2003 on genetically modified (GM) foods refers to the principles 
for assessment set out in Annex II of Directive 2001/18/EC. In so doing it stipulates the types 
of studies that must be carried out by specifying the information required for submission to 
EFSA in Annexes III of Directive 2001/18EC, and also makes demands on those marketing 
the foods by specifying the types of labelling requirements laid out in Annex IV of Directive 
2001/18EC, as amended by Regulation 1830/2003. As previously explained in Section 3.2, 
review involves the adaptation of these legal frameworks not only in response to 
developments in scientific understanding (based in part on monitoring the effectiveness and 
consequences of existing management measures, as well as on emerging upstream / basic 
research findings) but also to shifting socio-political, legal and institutional contexts at 
national, EU and supranational levels. With regard to the setting of ‘risk assessment policy’ 
around Bt maize, the issues at stake might include, but not be limited to: 

 the level of proof of safety required (with the burden placed on seed firms wishing to 
introduce Bt maize to the market) (the chosen level of safety); 

 the attributes to be tested for, whether they be allergenicity, toxicity, nutrition or other; 
 the time-scale (number of generations) and diversity and representativeness of samples 

to be tested in assessing each of these attributes; 
 the need to investigate any locale-specific, culturally sensitive or other distributional 

issues that might be linked to the product; 
 the alternative food options against which the pros and cons of Cry1Ab Bt maize 

should be assessed and evaluated; 
 the range of options available, beyond mere approval or disapproval of the product. 

Under the General Framework, the process of review at EU level would strive to be 
conducted openly and systematically, not only focusing on the types of scientific information 

                                                 
3 Regulation (EC) No 178/2002 (OJ 2002, L31/1) as amended by Regulation (EC) No 1642/2003 (OJ 2003, L 

245/4). 
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required (under annexes) in the above-mentioned Directives and Regulations, but also 
importantly in specifying the criteria against which each case would be screened in order to 
inform the most appropriate form of assessment. Here the Interface Committee, discussed in 
detail in Chapter 6, would play the vital role of facilitating the participation of a broad range 
of stakeholders in setting these criteria. The criteria would be specified and continuously 
reviewed in order to take into account evolving scientific knowledge and concerns around 
genetic modification and Bt maize in particular. Assessors, managers and other stakeholders 
could, through the Interface Committee, draw on the general screening criteria described in 
Section 4.2 (and later in this chapter) and amend them to focus on the case at hand (for 
example through further narrowing them to cater for genetically modified crops in general or 
insect-resistant crops, if such specificity was felt to be warranted). Although screening 
represents a departure from the existing regulatory procedures currently in place, the criteria 
might be based upon the information required by the annexes to Directive 2001/18/EC, and 
their setting should therefore not be overly onerous. Some of the potential challenges that 
screening, as one of the most innovative components of the General Framework elucidated 
here, could raise for EFSA are discussed in Chapter 6. It is clear that the introduction of this 
component would require an iterative learning process, within which transparency and 
accountability will be key aspects. These principles are addressed by explicitly providing for 
the involvement of assessors, managers and other stakeholders during the process of review 
(including the setting of the screening criteria). 

9.2.2 Referral 

Referral is the act of referring a question or product notification to EFSA for assessment, and 
can be carried out by a number of actors within the EU (the Commission, a Member State or 
EFSA itself). In the case at hand, it would involve the national competent authority of a 
Member State drawing upon the legal provisions mentioned in the section above (usually 
Regulation 1829/2003, Art. 5, Sect. 2a) to refer the specific case of Bt Cry1Ab Zea mays to 
EFSA. The discovery in 2004 that 4 years of Bt11 field maize harvests in the USA had been 
contaminated with Bt10 (a different transgenic maize event, which includes the bla antibiotic 
resistance marker) was not a conventional ‘referral’ as covered in the General Framework. In 
this case it was the firm Syngenta that discovered the contamination when it upgraded its 
quality assurance practices, and notified US regulators themselves. EU member states and the 
European Commission were informed of this contamination on 22 March 2005, when an 
article appeared in Nature (UK Advisory Committee on Novel Foods and Processes 2005; 
MacIlwain 2005). 

In an application for approval of a new Cry1Ab Bt maize product under Regulation 
1829/2003 on genetically modified food and feed, the information available would be 
forwarded to EFSA for screening by a Member State, which (largely because the activity of 
screening is carried out by EFSA) is itself treated within the General Framework as a 
component of assessment. In order to simplify the narrative of this case study, it will be dealt 
with here (rather than in the following assessment section), as it would chronologically follow 
referral. 

9.2.3 Screening 

During the screening stage, EFSA would be charged with identifying the most appropriate 
assessment approach(es) under which to gather knowledge on the relative threats (and, if 
deemed necessary, relative benefits) of Cry1Ab maize. Screening applies governance 
principles such as openness and effectiveness, as well as precaution, in order to characterise 
key features of different threats so as to determine the most effective assessment 
approach(es). Stakeholders are involved in screening through the review process that sets the 
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detailed criteria against which the threats are screened. The first set of criteria gauges whether 
the threat is certainly and unambiguously serious, and therefore requires a presumption of 
prevention. As outlined in Section 4.2, the criteria include carcinogenicity, mutagenicity and 
reprotoxicity in food components or residues (as already embodied in existing regulatory 
initiatives in this field, such as the 2001 CEC Chemicals White Paper). Beyond this, attention 
might extend to further health threat criteria such as endocrine disruption, neurotoxicity, 
asthmagenicity or sensitising potential. 

Screening for certainly and unambiguously serious threats in the Bt maize case study would 
therefore proceed according to the following criteria:  

a) Is there clear evidence of carcinogenicity, mutagenicity, reprotoxicity in components/ 
residues? 

b) Is there clear evidence of virulent pathogens? 
c) Is the new food associated with any violation of any risk-based concentration thresholds 

and / or legal standards? 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Possible outcomes for these criteria are outlined in Box 1. As with all of the illustrative boxes 
in this chapter, these are merely suggestions by the author; EFSA might respond differently if 
confronted with the same criteria. If, under an application under Regulation 1829/2003, EFSA 
delivered a negative answer to all of these three criteria for the Cry1Ab Bt maize products 
being put forward, the screening process would bypass the option of ‘presumption of 
prevention’ and proceed to the next set of criteria that gauge the scientific uncertainty 
surrounding the product. 

A positive response might only potentially be expected to the third criterion, if, like Bt10, the 
Cry1Ab maize in question contained the ampicillin resistance marker bla (encoding beta-
lactamase), which has been included in Group II by the EFSA GMO Panel (i.e. should be 
restricted to field trial purposes and should not be present in GM plants to be placed on the 
market) (EFSA 2004b), and should have been phased out by 31 December 2004 according to 
Directive 2001/18/EC. As such a Bt10-like incident would require a presumption of 
prevention, and, rather than passing on to further assessment, would (in the absence of 
mitigating factors) demand the immediate prevention of any placing on the market. A 
presumption of prevention in this case could be enacted in combination with a programme of 

Box 1. Possible outcomes for Cry1Ab maize case study – certainly and 
unambiguously serious threats? 
 
The case study could proceed in the following way:  
 Clear evidence of carcinogenicity, mutagenicity, reprotoxicity in components/ 

residues? 
o Based on current scientific understanding, the answer to this criterion is 

likely to be negative. 
 Clear evidence of virulent pathogens? 

o Based on current scientific understanding, the answer to this criterion is 
likely to be negative. 

 Violation of risk-based concentration thresholds and legal standards? 
o Based on current scientific understanding, the answer to this criterion is 

likely to be negative for a new Cry1Ab maize similar to Bt11 or 
Mon810, however the criterion could be triggered for Bt10 
contamination or for another Bt maize event that included an antibiotic 
resistance marker gene previously assessed to have the potential to 
cause adverse effects on human health or the environment (see below). 



 115

testing for contamination and restricting imports at ports of entry. Potential mitigating factors 
to checking maize imports at sites of entry include cost considerations and the possibility of 
provoking trade disputes. There might also be indirect economic implications from the delays 
in food imports reaching processors and retailers. 

If a presumption of prevention were not followed, the process would move on to screen for 
uncertainty. Screening of the threats of Bt maize using the criteria for uncertainty would be 
derived from the following: 

a) Are there scientifically founded questions concerning the status of the theoretical 
foundations of the disciplines bearing on the characterisation of the threat? 

b) Are there features of the food or food component in question which are substantively 
novel, in the sense that they involve characteristics or properties that are in some sense 
unprecedented? 

c) Are there scientifically founded questions concerning the completeness or sufficiency of 
the particular scientific models bearing on the characterisation of the threat? 

d) Are there scientifically founded questions concerning the applicability to the context in 
question of the particular scientific models used to characterise the threat? 

e) Are there scientifically founded questions concerning the applicability to the context in 
question of the data sets bearing on the characterisation of the threat? 

f) Are there scientifically founded questions concerning the quality of the data sets bearing 
on the characterisation of the threat of a kind that is not susceptible to probabilistic 
treatment? 

g) Do there exist any indirect, interactive or synergistic causal mechanisms of a kind that 
may not fully and confidently be characterised by probabilistic techniques? 
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Possible outcomes of such a screening are outlined in Box 2. If EFSA were to judge the 
answers to any of the above questions as likely to be positive, an approach of precautionary 
assessment would be triggered (see below in the section on assessment). Whether or not the 
outcome of the above screening criteria for uncertainty was positive, the product would next 
proceed to be screened for criteria for socio-political ambiguity. 

Box 2. Possible outcomes for Cry1Ab maize case study – uncertainty? 
 
The case study could proceed in the following way:  
 Scientifically founded doubts on theory?  

o Based on current scientific understanding, the answer to this criterion 
might be positive – although most regulatory scientists disagree, there 
is a small minority of scientists who believe our knowledge of certain 
effects of plant transformation on food safety is still limited (e.g. as a 
result of transformation-induced mutations (see Latham et al. 2006). 

 Novel / unprecedented features of the food? 
o Based on current scientific understanding, the answer to this criterion 

might be positive – the process by which the GM maize has been 
produced is relatively novel, and some of the components (e.g. 
truncated Bt toxin, product of pat gene for herbicide tolerance) have 
not previously made up significant components of the human diet 
(although the relevance of these facts is disputed by many scientists). 

 Scientific doubts on model sufficiency or applicability?  
o Based on current scientific understanding, the answer to this criterion 

might be positive – although most regulatory scientists are content to 
adopt an approach that focuses on substantial equivalence, proximate 
analysis, acute toxicity tests and QSAR (quantitative structure-activity 
relationships), other experts believe that, due to the uncertainties 
surrounding the process of genetic modification, we require more 
specific tests on the range of metabolites produced in the plant when 
grown under various environmental conditions and immunological 
tests to assess the allergenicity of such metabolites (see Spök et al. 
2003). 

 Scientific doubts on data quality or applicability?  
o Based on current scientific understanding, the answer to this criterion 

might be positive – although most regulatory scientists disagree, there 
is a small minority of scientists who believe that toxicity tests should 
be longer than the acute mouse studies cited in most GM maize 
dossiers, and should be carried out using the Bt maize itself rather than 
the Bt toxin produced in E coli or other GM plants as in some dossiers 
(see e.g. Freese and Schubert 2004). 

 Indirect, interactive, or synergistic causal mechanisms of a kind that may not 
fully and confidently be characterised by probabilistic techniques? 

o Based on current scientific understanding, the answer to this criterion 
might be positive – although most regulatory scientists disagree, there 
is a small minority of scientists who believe that there could be 
possible indirect impacts on human health from long-term consumption 
and use of certain GMOs. Concerns relate to a number of unanswered 
(and unasked) questions including those highlighted above (Traavik 
and Heinemann 2007). 
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Screening criteria for socio-political ambiguity would, during the review process, be 
developed on the basis of the following: 

a) At the level of individual constituencies, is there a perceived threat of harm on a 
catastrophic scale (individual criterion)? 

b) Where there is disagreement between regulatory agencies and / or Member States, are 
there aspects of these institutional conflicts ostensibly unrelated to scientific uncertainty 
(institutional criterion)? 

c) With regard to the news media, are there signs that the threat in question is subject to a 
pronounced degree of amplification (amplification criterion)? 

d) At the level of society as a whole, are there signs of adverse effects in terms of social 
justice in the distribution of threat or in terms of manifest political mobilisation on the part 
of particular public constituencies (social criterion)? 

 
Any positive responses from EFSA to these screening criteria would illustrate the need for 
concern assessment (see Chapter 4 on assessment for details). If the answers to screening 
criteria for socio-political ambiguity were all negative, concern assessment would not be 
judged appropriate or necessary. If neither uncertainty nor socio-political ambiguity criteria 

Box 3. Possible outcomes for Cry1Ab maize case study – ambiguity? 
 
 Divergent individual perceptions of risk?  

o The answer to this criterion is certainly positive. Formal studies of 
conflicting risk perceptions are available (e.g. see PABE Project – 
Public Perceptions of Agricultural Biotechnology in Europe, as well as 
complex opinions described in the various special Eurobarometer 
surveys on biotechnology), and these divergences would in addition be 
obviously based on discussions / input of stakeholders and the diverse 
perceptions of risks adopted by certain food safety organisations and 
industry groups. 

 Institutional conflict between different administrative agencies?  
o The answer to this criterion is most likely to be positive. Although 

most administrative agencies in the EU have approved Cry1Ab maize 
as safe for human consumption, there were advisory Competent 
Authorities that assessed the risks from Bt176, Mon810 and Bt11 to be 
unacceptable (e.g. Austria) and some disagreements at national level 
(e.g. between the CGB and AFSSA in French case over Bt176). 

 Amplification effects in news media?  
o The answer to this criterion is most likely to be positive (for GM food 

issues in general), although it is unclear whether there exists evidence 
to prove this, especially as far as Cry1Ab maize is concerned. One of 
the products has appeared (in its own right) in a negative light in the 
non-specialist press (Le Monde, 14th May 2004). 

 Social justice concerns, distributional issues or political mobilization?  
o There have been no specific nutritional concerns for low-income 

families, or particular groups (e.g. vegans); however, the answer to this 
criterion is undoubtedly positive. Although there may not have been 
mobilisation against Cry1Ab maize specifically, there has clearly been 
political mobilization around the GM issue, and this would be obvious 
from stakeholder consultation. 
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were triggered, conventional risk assessment would be the appropriate means by which to 
gather knowledge regarding the threats posed by the Cry1Ab Bt maize product. 

9.2.4 Terms of reference 

At this point, based on the outputs of the screening process carried out by EFSA, the Interface 
Committee draws up specific and detailed terms of reference outlining the form of assessment 
needed in order to inform decision-making.  

Terms of reference might specify: 
 the precise scientific questions demanded of EFSA with respect to each threat 

identified, including the type of research that would be necessary and sufficient to 
address any uncertainties raised in the screening process, whether it be in vitro tests 
including quantitative modelling, in vivo screening, QSAR / molecular modelling, 
human (phase I/II/III pharmaceutical-style) tests / laboratory-based animal toxicity 
tests, as well as the forms of extended risk assessment to be employed subsequently in 
the characterization of hazards and exposures, in order to calculate probabilities and 
magnitudes (and, therefore, risk). 

 the primary issues of concern as identified by individual, institutional, amplification 
and social criteria (see above) of socio-political ambiguity, and the preferred methods 
for investigating these during the assessment phase. This might include focus groups, 
surveys or analytic-deliberative techniques. 

The governance framework as it is advocated in this report envisions that the terms of 
reference are set jointly by the Commission and EFSA in cooperation with key stakeholders 
(through the ‘Interface Committee’). Furthermore, the proposed framework would see the 
draft terms of reference displayed in the ‘Internet Forum’ in order to provide affected and 
interested actors with the opportunity to provide input (for specific details about the tasks and 
structure of the Interface Committee and the Internet Forum, see Chapter 6). This is especially 
important in cases where there is uncertainty and / or ambiguity. The institution formally 
referring the case to EFSA should be involved in producing the final document and, in order 
to fulfil the principle of accountability, should be able to provide a justification for specific 
changes between the draft terms of reference and the final version sent to EFSA. 

9.3. Assessment 

Based on the screening and terms of reference above, EFSA is then charged with carrying out 
the process of assessment, which gathers the relevant knowledge to feed into evaluation and 
management. Under current conditions, firms aiming to place a new type of genetically-
modified Bt maize on the market would be required to provide a specified set of data in 
support of their application, which are then reviewed by the relevant EFSA scientific 
committee(s). Under the General Framework put forward in this report, such data are further 
specified in the terms of reference developed by the Interface Committee, and would be 
supplemented by EFSA by drawing on the peer-reviewed literature. Where necessary, EFSA 
should be able to further commission-external institutions to carry out investigations deemed 
necessary to address the terms of reference associated with a particular threat or threats. 

In order to demonstrate the innovative forms of assessment proposed in this framework, we 
will assume that the two approaches to assessment to be followed in the case of Bt maize 
might be precautionary assessment and concern assessment. Precautionary assessment would 
follow from the referral process, which engaged multiple stakeholders in order to frame the 
questions asked and the information sought in assessment. Stakeholders such as consumers at 
large, consumer rights organisations, community groups, representatives of different 
geographic regions, public health agencies, including food research institutes, regulatory 
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agencies such as the different national food authorities, trade associations, business, e.g. food 
industry, farmers, retailers, labour unions, environmental advocacy organisations, religious 
groups, educational and research institutions would have had the opportunity to contribute 
their respective knowledge to the process, minimising the likelihood of institutional 
ignorance. The input of these actors could be employed at the later stage of evaluation, in the 
interpretation of assessment outputs. 

In order to make the precautionary assessment effective and efficient, it should be organised 
not necessarily at the level of the whole product but at the level of the scientific issues around 
which uncertainty remains. These might be the genetic modification process itself, the use of 
the promoter (e.g. CaMV35S) that drives the expression of the transgene products, or 
allergenicity potential resulting from the presence of a novel protein – the truncated Bt toxin –
in the maize. Other assessment activities will necessitate the use of the whole product under 
various alternative conditions. For example, the scope of assessment could be extended to 
include a range of additive, cumulative and synergistic effects, addressing mixtures, 
derivatives, and reaction products (probabilistic approaches to the assessment of multiple 
toxins have been investigated by researchers from subproject 3 of the SAFE FOODS project 
(van der Voet et al. 2007). Alternatively, assessment might investigate the impact of the 
proteomic and metabolomic make up of the genetically-modified crop under various 
agricultural management conditions (the impact of agricultural regimes on protein profiles of 
potatoes has been investigated by subproject 1 of the SAFE FOODS project (Lehesranta et al. 
2007). 

A number of additional provisions can be used to investigate these uncertainties, and to 
directly address the more intractable forms of societal ignorance. Institutional trends and 
compliance issues should be systematically investigated in order to examine the assumptions 
underlying various policy options. The explicit examination of both the pros as well as the 
cons associated with the products or technologies presenting the threats in question, including 
consideration of technical substitutions, distributional issues around specific threats and 
benefits. Related to this, precautionary assessment should include the detailed and balanced 
comparison of contending merits and drawbacks of any design or policy options that present 
functional alternatives to the product or technology in question (including inaction and the 
status quo) and consideration of risk-risk trade-offs and, if there are any, better ways to 
provide the goods or services in question.  

Reflecting a general principle of precaution, this form of assessment should adopt a conscious 
shift in the burden of persuasion, such that it is those who wish to implement the technology 
or product in question who must resource the acquisition of relevant data and sustain an 
argument as to the acceptable nature of the associated threat, subject to an appropriate level of 
proof. Finally, precautionary assessment should adopt an explicit focus on the extent to which 
the policies, technologies or products under scrutiny display properties such as flexibility, 
adaptability, reversibility, and diversity (all of which offer different ways of hedging against 
exposure to any residual societal ignorance that has not been addressed by the other elements 
in precautionary appraisal.) 

At a point when all identified uncertainties have been clarified to the chosen level of safety, a 
process of extended risk assessment can be employed to reach probabilistic assessments of 
risk from the various options.  

The discursive concern assessment process following the identification of ambiguity around 
Bt maize should aim to explore varying beliefs and values as they affect lifestyle choices, 
visions of the future and thus the decisions to be taken. The overall aim of such processes is to 
find solutions that cause least infringement of any group’s values and beliefs and to clarify 
collectively valued benefits of the course of action. 
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It is important to consider the specific threats associated with the product that have triggered 
the criteria for ambiguity – i.e. is there ambiguity at the level of the specific product (Cry1Ab 
maize in human food), around specific options for its introduction (e.g. unlabelled, labelled), 
around the product’s use elsewhere in the food chain (in animal feed or for cultivation in 
general), or around the product as part of a whole class of new technologies (GM food in 
general)? In this particular case ambiguities arise at all these levels, a finding that goes on to 
influence the level at which concern assessment should take place. In some cases the most 
efficient scale at which to consider the product would be through aggregating it with other 
products to the level of GM food (or at least GM maize) in general. Ideally, this aggregated 
form of concern assessment (as with the precautionary assessment above) would be carried 
out the first time a new type of food / technology (GM food / Bt maize variety) was to be 
referred to EFSA. Screening would be able to identify the novel characteristics of the food / 
technology and inform the appropriate level for “bundling” (see Chapter 6) foods / 
technologies together. In this particular case, we have seen that concern assessment could be 
carried out at the level of GM food in general, and thus, although it is too late to conduct an 
initial concern assessment for GM food in the current context, the General Framework would 
have advocated such a concern assessment at the time of the first applications for genetically-
modified Cry1Ab Bt maize (and other genetically-modified foods) under Directive 
1990/220/EC in 1994. 

Based on the issues raised during screening and the specific terms of reference, the concern 
assessment process might need to address issues such as: 

 concerns over whether the product would be introduced as processed food (including 
different methods of processing) or as unprocessed food (e.g. sweetcorn); 

 how consumers would view various labelling conditions under which the product 
could be introduced (including different allowable thresholds of ‘contamination’): 
positive – ‘this product contains…’ or negative – ‘this product does not contain…’), 
forms of labelling, the level of detail (‘this product may contain GM materials / Bt 
maize / Cry1Ab maize / specific events / maize modified with genes … from …’), 
legal arrangements for labelling and traceability (voluntary, enforcement, liability and 
redress); 

 the potential for any economic impact of the approval of the product on various 
sectors of the agricultural and food sectors; 

 the potential impact on export markets or trade partners of various conditions under 
which the marketing of the product could be approved or prevented (e.g. impacts on 
exporters in the developing world whose economic well-being might depend upon 
access to EU markets); 

 levels of awareness and associated concerns around the institutions charged with 
enforcing and monitoring the safe use of the product, post-approval, and levels of trust 
in these institutions4; 

 public positions on possible ethical and moral objections to (or reasons to support) 
genetic modification in general. 

Under the assumption that criteria for uncertainty and ambiguity were triggered in this case, 
both precautionary and concern assessment would be carried out. The precautionary 
assessment and concern assessment described above would lead directly to an extended risk 
assessment at a time when uncertainties would have been clarified to a point determined by 
the chosen level of safety (as specified by the terms of reference). As stated in earlier 
chapters, this risk assessment should be comprehensive, detailed, systematic, and rigorous, 

                                                 
4 Similar issues to this have been studied by researchers from subproject 4 of the SAFE FOODS project. See van 

Kleef et al. 2006. 
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and might involve not only the scientific approaches listed above, but could also include 
probabilistic techniques such as stochastic, Monte Carlo, Bayesian and / or exposure 
modelling. When using these techniques – which are usually associated with conventional risk 
assessment – assumptions, experimental designs and findings of the risk assessment (along 
with sensitivity analyses) should be transparently communicated to allow for peer review not 
only by the scientific community but by wider groups of experts from interested stakeholders. 
As precautionary assessment would employ not only the broad techniques described above 
but also these probabilistic techniques associated with extended risk assessment, there would 
be no further requirement for an additional stage of conventional risk assessment. 

9.4. Evaluation and management 

The process of evaluation uses the outputs of these various forms of assessment to judge the 
tolerability or acceptability of a given threat and, if deemed necessary, to initiate the 
appropriate management process. The process is carried out (in an advisory function) by the 
Interface Committee, and supported by the deliberations on the Internet Forum (the Internet 
Forum being managed by the Commission). Based on assessments of the likely consequences 
for human health or other relevant endpoints and the concerns that individuals, groups or 
different cultures may ascribe to a given food safety problem, the stakeholders represented on 
the Interface Committee will bring a range of values to bear on the decision over whether the 
threat is intolerable (i.e. the food or technology assessed needs to be abandoned or replaced), 
tolerable (i.e. management measures need to be formulated in order to reduce or handle the 
threats in question), or acceptable (i.e. management measures to reduce the threat in question 
are deemed unnecessary). The deliberations should include evaluation not only of pros and 
cons for human health (as assessed through precautionary assessment or risk assessment) but 
also wider social-political factors (including labelling and traceability conditions, economic 
considerations, perceptions on the distribution of risks and benefits and how these are 
managed, social mobilization and conflict potential, as well as moral and ethical 
considerations) as assessed through the concern assessment detailed above. 

If the conclusion is that management measures are required, the Interface Committee will 
come up with a recommendation for the most appropriate management approach from the 
four approaches – prevention, precaution, risk and concern – outlined in Chapter 6. It is 
important to note here that the approaches to assessment described above do not automatically 
determine the management approach followed thereafter – the management approach is 
chosen only at the stage of management in consideration of the advice provided by the 
Interface Committee at the evaluation stage. Furthermore, the management approaches do not 
automatically determine the management measure to be selected, however point towards 
certain ones that are likely to be appropriate (for the list of management approaches and 
associated measures see Table 5.2). If the evaluation process identifies areas of salient 
knowledge not covered in the assessment process, there would exist the potential to feed back 
into new terms of reference.  

In order to further guard against surprises arising as a result of societal ignorance, selection of 
management options should provide flexibility and reversibility in the event that unexpected 
negative impacts arise at a later date. In the case of long-term GM food safety, this might 
include a labelling and traceability system, a surveillance system for unanticipated impacts, 
maintenance of non-GM supply chains, diversity within the food production system, or other 
features that build resilience. 

In the management process itself, as described in Section 5.3, possible management measures 
would be identified, assessed, evaluated, and selected. Following the selection of the 
appropriate measures, they are implemented. The monitoring of how these measures perform 
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in practice represents a final and continuous stage, potentially feeding back into the 
governance cycle through the process of review. 

For the Cry1Ab Bt maize case, the appropriate management measures (drawn from those 
outlined in Chapter 5) might consist of: 

- approval or otherwise of the placing on the market of the product, under one or more 
of the following (or other) conditions; 

- technical standards and limits that prescribe the permissible threshold of 
concentrations of the product (which may merely apply those thresholds specified in 
Regulation 1830/2003); 

- performance standards e.g. for processes of labelling and traceability; 
- insurance and liability arrangements; 
- close monitoring of adverse effects; 
- selecting functional equivalents which, under certain conditions, present less risk or 

uncertainty. 

These would then be assessed on the basis of their effectiveness, efficiency, minimisation of 
external side effects, fairness, sustainability, political and legal implementability, ethical 
acceptability, and public acceptance. In the case of Bt maize, if authoritative research were to 
show that the marketing of genetically modified maize was preferred / acceptable (as has been 
claimed by a study in Canada (Powell et al. 2003), political implementability and public 
acceptance would not pose a barrier to approval. If, on the other hand, studies showed a 
significant proportion of the population to be generally opposed to the introduction of such 
foods (Gaskell et al. 2006), this information would need to be included in the evaluation phase 
and be weighed against other potentially positive evidence on physical or economic risks and 
benefits. A high degree of public concern can be reason enough to justify a ban, if the other 
arguments do not outweigh this negative impact, although such a decision would have 
obvious implications at the WTO. Recent work has suggested that ‘there remains considerable 
scope for greater recognition within SPS jurisprudence of the significance of public opinion in 
decision-making about risks to human health and environment, in a way that combines 
scientific and non-scientific aspects of decision-making about risk’ (Foster 2008). 

The outputs of these assessments (usually carried out by experts and stakeholders) would be 
evaluated (i.e. weighted in their importance) by politically legitimate and accountable 
decision-makers, who would then be responsible for selecting the most appropriate 
management measures. The reasons and justification (including assessment and evaluation 
outcomes) for this particular selection of management measure(s) should be posted on the 
Internet Forum to promote the principles of accountability, coherence, and consistency. 
Following selection of the appropriate measures, these would then be implemented by the 
responsible institutions at the EU, Member State or other administrative level. These 
institutions could also be in charge of monitoring, with the aid and support of a wider group 
of actors including the corporate sector and various concerned non-governmental 
organisations. 

As mentioned above and at the beginning of this case study, the General Framework outlined 
here is designed so as to be flexible and responsive to emerging scientific information and 
changing socio-political conditions. The importance of monitoring these factors, and the 
possibility that assessments may be re-framed as a result (through the process of review) 
cannot be underestimated, especially in an area such as genetically modified foods, which is 
subject to rapidly evolving science and technology (both in production and regulation) and 
subject to intense socio-political controversy.  

 



10. Input of Key Actors in the Development of the General 
Framework 

M. Dreyer 

10.1. Introduction 

The General Framework as described in this report does not result from desk research which 
took place in academic isolation. It rather reflects the input gained by interviews with and 
involvement of key actors in the field of food safety governance. One initial source of 
information were the results obtained through a series of interviews with officials, policy-
makers, industry actors, and non-governmental organisations in several EU-Member States 
and at EU-level. These interviews were conducted for the comparative institutional analysis of 
food safety regulation in Europe (Vos and Wendler 2006a). From this empirical material 
important insights were gained into current provisions regarding precaution, participation, the 
policy-science interface and related reform challenges, and further reforms needed, thus 
serving as a source of information for the design of the first concept of a General Framework 
for Food Safety Governance in Europe1.  

The main methodological pillar in the further elaboration of the governance framework was a 
systematic feedback and review process in form of a series of four workshops, with key actors 
in the field of food safety governance, at which this first concept was presented and 
discussed2. The workshops were conducted through the autumn of 2006 and involved, 
successively, industry representatives (Haigerloch/Germany, Castle of Haigerloch, 18-19 
September), representatives of non-governmental organisations (London, British Academy, 
28-29 September), risk managers (Brussels, Fondation Universitaire, 23-24 October) and risk 
assessors (Brussels, Fondation Universitaire, 23 November), all of whom were selected to 
ensure maximum practicable diversity from across Europe3. At these workshops important 
insights were gained into the practicability, and political and social viability of the governance 
concept4. In particular, the conception of an institutional design of the assessment / 
management interface as envisioned by the revised General Framework was informed by the 
outcome of these deliberative events. The review and feedback process was completed on 11 
May 2007, when the refined and elaborated governance framework (Dreyer et al. 2007a) was 
being presented at a final workshop (Brussels, Fondation Universitaire). The objective of this 
Presentation Workshop was to reflect the amended version with the views of those who had 
contributed to the feedback process hitherto and with the perspectives, insights and 
experiences of a wider audience in order to complement the final concept. The present chapter 
sets out major viewpoints gathered throughout the series of deliberative exercises and it 

                                                 
1 The interview questionnaire was part of a research template that was informed, amongst others, by the outcome 

of a consultation process involving practitioners and scholars in the field of food safety governance: A first 
draft of the research template was presented to officials from national, European and international food 
safety institutions and scholars representing diverse and interdisciplinary research areas such as risk and 
technology, governance and European policy studies at a workshop on “European Food Safety Regulation 
under Review”,  held in Stuttgart, Germany, in July 2004. 

2 For this early version of the governance concept, see Stirling et al. 2006. 
3 Additional comments were elicited when the framework was presented by Ortwin Renn at a meeting of  

EFSA’s Expert Advisory Group on Risk Communication (Parma, 27 November 2006) and at a meeting of 
EFSA’s Scientific Committee (Parma, 14 December 2006), and by Marion Dreyer at a meeting of EFSA’s 
Stakeholder Consultative Platform (Parma, 26 April 2007). 

4 The discussion technique used at the workshops was based on a sequence of plenary and break-out group 
sessions. Its purpose was to elicit perspectives specific to the different actor groups as well as to gain insight 
into main points of consensus and dissent within one actor group. 
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delineates the way in which the earlier version of the governance framework was modified in 
consideration of this feedback. It goes without saying, that not all of the suggestions and 
criticisms put forward at the workshops regarding the different elements of the framework 
architecture and proposed institutional adaptations could be factored into the revision of the 
governance concept5. The mere diversity in views on what was to be considered a critical 
issue and a possible remedy would have rendered such an undertaking impossible. The 
revision of the concept was concentrating on those points which were made by several 
representatives of one actor group and/or also across actor groups. We considered these points 
to be of particular impact and relevance for the framework’s refinement. They are set out in 
the synopsis at hand. First and foremost the synopsis points out the main lessons that could be  
learnt from the review and feedback exercise, i.e. that our suggestions for institutional reform  
had to be reconsidered as far as the following questions were concerned: first, how to achieve 
a high degree of inclusiveness in the food safety interface activities, and second, how to 
design structural devices that promise to promote continuity, transparency and accountability 
in the activities of screening, setting the terms of reference and evaluation without rendering 
the governance system overly complex and eventually inert. 

10.2. Overall response 

Most of the actor group representatives seemed to agree to the basic assumption underlying 
the proposed governance framework: The shaping of the interplay between political decision-
makers, scientific expert advisors, and corporate and civil society actors throughout the 
governance process continues to present a major challenge of food safety governance. 
Ongoing efforts are required for effectively and legitimately coordinating and balancing the 
involvement undertaken by the different actors. It is in particular the dealing with 
multifaceted, complex food safety issues and/or cases with high levels of scientific 
uncertainty where this need is given. The more intense and persistent societal controversies 
over food production and food safety are usually shaped by these demanding conditions. In 
this respect, it was noted across the different workshops, that the proposed General 
Framework would provide interesting ideas and suggestions,  some of which were already 
being developed or implemented – for instance, improved interaction and coordination 
between risk assessors and risk managers in a system of functional and institutional 
segregation, or a greater consideration of societal concerns at the different governance stages 
– yet in a way, which was not very systematic, or at least not as systematic as proposed by the 
new concept. Critical remarks focused on the institutional reforms, proposed to facilitate the 
implementation of the envisioned innovative procedures. 

10.3. Feedback on suggestions for procedural reform 

Most of the actor group representatives generally appreciated the basic architecture of the 
proposed governance framework as a starting point for further improving food safety 
governance in Europe. The distinction between the four approaches to assessment and 
management was considered by most of them as a suitable way of addressing the multiple 
issues that might be associated with food safety threats, in a more systematic and pro-active 
manner. In each of the five workshops several participants made the point that these 
approaches (except for prevention) should not be understood as mutually exclusive but as a 
set of ‘tool boxes’, each of which would contain devices which may have to be used in 
tandem with those devices of the other tool boxes for dealing appropriately with a given case. 

                                                 
5 A more detailed account of the workshop results is provided by the five summary reports produced at the 

workshops: Dreyer et al. 2006b; Ely and Stirling 2006; Vos and Wendler 2006b; Dreyer et al. 2007b; Dreyer 
and Renn 2007. In each case, these summaries were circulated to the workshop participants to ensure 
accuracy and to provide the opportunity for further feedback. 
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This is in agreement also with the governance concept as it was originally designed. The 
refined account of the concept as presented in this report tries to be more explicit about this 
provision: Where a given food safety threat displays a number of different challenging 
attributes, these different aspects may be allocated to parallel treatment by different types of 
assessment and management (see Sect. 4.2.1). Hence, we do consent that the boundaries 
between the assessment and management approaches should be considered flexible to a 
certain degree. The four-approaches concept should not (inadvertently) lead to an 
inappropriate narrowing of the approaches to assessment (and later on management) with 
food safety cases cutting across the specified key challenges. We acknowledge that seeing the 
different assessment and management approaches as potential tools to be used, rather than 
rigid templates, may help to avoid an inadequate limitation of the scope of the assessment 
exercise and/or management process. 

Most of the actor group representatives agreed about the value of performing a concern 
assessment in specific cases. In accordance with the intention of the proposed governance 
framework it was stressed by several of them that the purpose of concern assessment should 
clearly refrain from representing special interests or offering conflict resolution of value-laden 
controversies. The revised account of the governance concept makes the objective of this 
approach to assessment more explicit. It specifies that concern assessment is not about 
deliberating around values but about gathering social facts and investigating risk perceptions 
and providing those responsible for evaluation and management with a broader basis of 
scientific information (cp. Sect. 7.3.2). Also in accordance with the intention of the earlier 
version of the governance framework many workshop participants underlined that both 
concern assessment and precautionary assessment6 were only required under specific 
circumstances: While ‘routine’ cases could be sufficiently dealt with by ‘standard risk 
assessment’, only specifically challenging cases required these more onerous approaches. 
This is another feature of the governance concept which we made more explicit when revising 
the concept’s account. 

There was also a general appreciation from most actor group representatives of devoting more 
attention to the interface activities of ‘framing’ and ‘evaluation’. Several workshop 
participants agreed that these were essential activities in food safety governance. It was 
stressed that their establishment as governance steps on their own was a promising way to 
enhance transparency in the balancing of diverse views and values, which was pointed out as 
an inherent element of the governance process. It was also acknowledged by many actor 
group representatives that the interaction between assessors and managers at these stages is 
particularly important, and that there is room and also preparedness for improving this 
interaction. It was remarked that both the European Commission and EFSA have recently 
increased their efforts in promoting an appropriate and effective working interface and 
enhanced, their cooperation regarding the drafting of the terms of reference of the requests of 
scientific opinions that the Commission addresses to EFSA. In accordance with the proposed 
governance concept it was emphasised that it is vital to allow for improved assessment-
management interaction without compromising the functional differentiation between 
activities aimed at ‘understanding’ risks and activities aimed at ‘acting’ on risks. It was also 
considered essential that the relationship and way of coordination between assessors and 
managers should be open and transparent to all stakeholders as to let them see that this 
differentiation is being maintained. 

                                                 
6 Very different views were expressed at the workshops on the value of ‘precautionary assessment’. While there 

was much support by the NGO representatives of this assessment approach, some of the risk managers 
argued that all precautionary approaches should be left to the risk management stage. Several of the risk 
assessors and industry experts disputed the distinctiveness of this assessment approach; they considered 
precaution rather an elaborate and integral part of ‘conservative’ risk assessment. 
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Several workshop participants agreed that key stakeholders, such as consumer associations 
and producer organisations, could make a contribution to the conduct of setting the terms of 
reference and evaluation. While most workshop discussants seemed to affirm the project 
team’s focuses of attention and its diagnosis of the functional need to improve the interaction 
between actors from politics, science, industry, and civil society, the views diverged on the 
proposal to institutionalise the interaction between these actor groups at the stages of framing 
and evaluation through a committee structure (an ‘Operational Committee’, see the following 
subsection for more detail). 

10.4. Feedback on suggestions for structural reform 

While most actor group representatives seemed to agree with our diagnosis of the most 
important challenges and functional needs in food safety governance, some concern was 
expressed with regard to the institutional devices which we initially had recommended as 
possible means to facilitate the implementation of the innovative procedures. Many argued 
that the proposed introduction of new bodies would add complexity to an already highly 
convoluted governance system and could end up in bureaucratic overload and undue delays of 
regulatory processes. Especially, the envisioned introduction of a committee structure for the 
conduct of the interface activities of setting up the terms of reference and evaluation, met with 
this type of criticism. The earlier version of the General Framework had envisioned three 
different options of creating a food safety interface structure. These options differed in the 
degree of formalisation and included the establishment of an ‘Operational Committee’ 
(proposed in two slightly different forms) to be composed of assessors, managers, and 
stakeholder representatives, and as a third option, a more flexible, ad-hoc consultation 
procedure under the auspices of the European Commission (cp. Stirling et al. 2006). While 
most actor group representatives supported the idea of improving consistency and 
transparency in the interface activities, and several agreed that a certain formalisation of the 
framing and evaluation steps could be an appropriate means to this end, many expressed 
reservations towards the idea of creating a standing committee to deal with all food safety 
cases. We had proposed this institutional device as the preferred option of providing the 
assessment / management interface with an institutional structure. All actor groups expressed 
their fear that the introduction of this interface structure might result in overall governance 
structures being too complex, thus entailing undue delays in regulatory processes. In this 
context, it was stressed by many discussants that they would prefer an interface structure 
capable of dealing efficiently  with the many cases of food safety governance by ‘bundling 
up’ some cases and leaving out those not requiring in-depth discussion between assessors, 
managers, and stakeholder representatives. 

Moreover, many of the workshop participants disputed the possibility of appointing a limited 
number of stakeholder representatives for the proposed committee in a manner recognisable 
as legitimate, while keeping the number sufficiently small as not to overstretch the size and 
operational capacity of the new body. ‘How to choose the right people’ was considered a 
major issue, and also the question of how to ensure a sufficient representation of the diversity 
of values and perspectives that are usually involved in food safety issues. In addition, several 
representatives of the consulted groups who considered a standing committee a feasible 
institutional option stressed that the constitution of the membership of the committee, in 
particular, and the modalities of stakeholder engagement in the General Framework, in 
general, would have to be dealt with as issues of democratic legitimacy and power relations.  

These critiques prompted us to give greater thought to the institutional adaptations that might 
facilitate putting the procedural reforms into practice. Thus, we re-considered our 
recommendation for a preferable institutional design of the assessment / management 
interface in the light of the two major concerns set out above. The preferred institutional 
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variant of the revised governance concept is the Internet Forum in combination with the 
Interface Advisory Committee (referred to as the ‘intermediate proposal’, see Sect. 6.4.2). 
This variant was designed to improve continuity, transparency, and accountability of the 
interface activities and to, simultaneously, lower the risks of bureaucratic overload and 
stakeholder involvement, restricted to the ‘Brussels establishment’. Through the Internet 
Forum this institutional option includes a provision for facilitating a higher degree of 
inclusiveness at all stages of the governance process. We acknowledge that exaggerated and 
unrealistic claims and aspirations concerning representativeness of the Interface Committee 
should be avoided. The number of members must be restricted in order to ensure effective 
working structures. Moreover, judgements over what constitutes the appropriate partitioning 
of relevant perspectives will depend on the specific context of a given case. The difficulties 
with the representativeness of the Interface Committee could be alleviated somewhat by 
combining it with the Internet Forum. We consider this online function – which we propose as 
the minimum structural reform – a promising means regarding the challenges of feeding a 
greater diversity of voices (including a wider range of government, scientific expert, 
academic, commercial industry, and civil society organisations) into the governance process. 
The Interface Advisory Committee would be requested to deliberate and reflect over the 
discussions within the Internet Forum as part of its own process of deliberation. 

The particular mandate of the Interface Advisory Committee also responds to the concerns 
about overloading the governance process. It works in an advisory function only and deals 
merely with selected cases. Also the possibility of ‘bundling up’ cases is meant to enhance the 
effectiveness of this body. The institutional device of a standing committee with responsibility 
for all cases (this had initially been the preferred institutional option and is now denoted the 
‘Interface Steering Committee’) in combination with the Internet Forum is referred to as the 
‘maximum proposal’ in the revised concept. This terminology is meant to account for the fact 
that this is the institutional variant with the broadest mandate which had met with some 
criticism in the feedback process. 

Furthermore we re-considered our initial proposal for a structural device for the screening 
step. Our revised recommendation for a structure to assist the fulfilment of the screening 
function, i.e. the tailoring of the assessment exercise to key attributes of food safety threats 
(cp. Sect. 4.2), also reflects the concerns expressed over institutional changes that could result 
in too complex a governance structure. The earlier version of the General Framework 
envisioned the creation of a Screening Board with full responsibility for this governance 
activity. From several workshop participants’ point of view, this Board would add a major, 
yet unnecessary bureaucratic layer to the governance system. Screening activities, it was 
noted, have already been performed in the current governance system by EFSA’s scientific 
panels, albeit in an informal and ad-hoc manner. The Screening Unit which the revised 
General Framework envisages would not conduct the investigation of the screening questions 
itself. Its mandate is rather to act as a clearing house between the secretariat of EFSA and the 
various scientific panels at the stage of screening. It would co-ordinate the referral of 
screening questions to the Scientific Panels and expert services, and the collection of the 
answers from the respective scientific units (see Sect. 6.3). 

 



11. Summary: Key Features of the General Framework 

M. Dreyer, O. Renn, A. Ely, A. Stirling, E. Vos and F. Wendler 

Our research into food safety governance started with the observation of the dynamic 
development and changes to which the field of food regulation and risk handling has been 
subjected in Europe since the mid 1990s. Shaken by a series of food-related scares and 
controversies, the European governance system has been undergoing a process of review and 
reform. The General Framework for the Precautionary and Inclusive Governance of Food 
Safety that was portrayed in the preceding chapters is designed to provide a thorough analysis 
of the existing process as well as a balanced and reflexive set of suggestions to give the 
present changes more coherence, direction, and purpose. European food safety governance is 
an evolving system posing new challenges in the implementation of recent reforms and 
raising new questions in the practical cooperation between and among new and old actors iin 
the regulatory decision-making process.  

This is the main argument that we brought forward in the discussion of the framework’s major 
elements: In order to improve both the effectiveness and the democratic legitimacy of food 
safety governance in Europe, it is crucial to apply an approach that systematically 
distinguishes between dealing with ‘routine’, ‘prohibitive’, and ‘intractable’ food safety 
threats (with the latter characterized by scientific uncertainty and socio-political ambiguity), 
and to establish interface institutions designed to facilitate the co-ordination between 
knowledge experts, political decision-makers, and corporate and civil society actors in putting 
this approach into practice.  

We have paid special attention to the compatibility of the proposed procedural and 
institutional reforms with the current European Union legal and policy framework. The 
present chapter is to pinpoint the way in which we have pursued this objective. It is to provide 
a summary of the key features of the proposed General Framework and highlight the way in 
which these features seek to further the implementation of the principles of food safety 
governance enshrined in the General Food Law and the agenda on governance in the 
European Union. 

The General Framework builds upon the logical structure of four consecutive stages called 
framing, assessment, evaluation, and management. The cross-cutting activities of 
participation and communication accompany all four stages. The four-stage design reproduces 
the separation of assessment and management activities as specified in the General Food 
Law. We are convinced that there are clear merits of establishing a conceptual and functional 
distinction between assessment and management. Assessment and management involve 
‘different goals, kinds of expertness, and operating principles’ (NRC 1983: 151). But the 
General Framework adds two more stages to the process: framing and evaluation. These two 
stages are designed to constitute intermediaries between the assessment stage, which is 
focused on knowledge generation, collection and interpretation, and the management stage 
focussing on value-laden decision-making in a jigsaw puzzle of facts, uncertainties, 
stakeholder interests, and public concerns. Framing provides guidance for the articulation of 
the problem, the boundaries of the investigations that need to be conducted, and the various 
procedures suggested or prescribed for the further handling of the given food safety threat, in 
particular the assessment phase. During this phase the terms of reference are also being 
specified. This task needs to be governed by societal values (stating the goals, objectives, and 
contextual conditions) and inspired by what we already know about the threat (suspected 
impacts, exposure, persistence, and others). Similarly, during the phase of evaluation, the 
tolerability or acceptability judgement requires a good understanding of the web of evidence, 
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residual uncertainties, and ignorance as well as a judgmental competence for making the 
necessary trade-offs between threats, benefits and other relevant impact categories taking 
account of multiple perspectives. Hence, framing and evaluation are distinct hybrid activities 
in the sense that they draw on both political and socio-economic considerations and scientific 
knowledge. Knowledge and values are closely intertwined in these activities. Their hybrid 
character is likely to explain, at least in part, the need for improved interaction between 
assessors and managers in activities related to framing and evaluation that was expressed by 
several of the stakeholders whose views were elicited in order to inform the development of 
the governance framework. In the current governance system these activities are being carried 
out in a manner which lacks transparency, and the exercise of evaluation is largely implicit 
and ad hoc with unclear responsibilities. The governance framework as proposed in this report 
envisages the framing and evaluation steps being made explicit, a cooperative effort being 
accomplished by involving managers, assessors, and key stakeholders – three actor groups 
who can all make a significant contribution to these activities (preferably through the 
Interface Advisory Committee, cp. Sect. 6.4.2) – and that the related processes and outcomes 
will be made transparent. 

The four-stage design proposed by the General Framework avoids the naïve separation of 
facts here and values there as well as it escapes the quandary created by post-modern 
relativity by honouring the analytical distinctions between the factual world and the world of 
values even if they clearly interact. It creates more accountability by enhancing clarity over 
the nature of the reasoning underlying governance outcomes, in particular over the way in 
which knowledge and value inputs relate to management decisions. Moreover, the 
formalisation of the stages of framing and evaluation improves accountability by clarification 
of the responsibilities for essential governance activities. 

By providing a structuring tool (the screening procedure) designed to tailor the governance 
process to key attributes of food safety threats, the proposed framework promises to 
contribute to the governance principle of coherence. The structuring tool is the distinction 
between the attributes of seriousness, uncertainty, and ambiguity. It guides the selection of 
the appropriate approach(es) to assessment and also assists in the decision-making on whether 
extended participation is required and if so, in the choice of appropriate participation methods. 
This structuring tool forms the basis on which ‘more comprehensive risk assessment’ as stated 
in the General Food Law is developed as precautionary assessment and its relation to other 
forms of assessment, including quantitative risk assessment and concern assessment, is 
specified. Scientific uncertainty calling for precautionary assessment, and socio-political 
ambiguity calling for a concern assessment, are conditions that essentially shape more intense 
and persistent conflicts between regulators and corporate and civil society actors over new 
and emerging food production technologies. They are of special relevance in contemporary 
societies characterized by plural worldviews and visions of a ‘quality of life’ (including firmly 
held beliefs about what constitutes ‘good’ food) as well as by plural knowledge claims. The 
precaution-based governance approach and the concern-oriented governance approach are 
designed to address with more analytical rigour and more deliberative effort, if required by 
the respective cases, the limits of scientific knowledge and evidence, and the breadth of 
possible harms and losses that various social groups may be concerned with. The four-
approach design (risk-based, precaution-based, concern-oriented, prevention), which is based 
on a conceptualisation of the precautionary principle as a general governance principle, 
promises to contribute to achieving a higher degree of consistency in addressing the multiple 
challenges (extending beyond morbidity and mortality) that may be associated with food 
safety threats. With the concern assessment approach, triggered under the condition that 
criteria of socio-political ambiguity apply, the General Framework expands the set of criteria 
for assessing, evaluating and managing food safety threats that have dominated conventional 
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concepts of food safety governance. Public values, social concerns, and perceptions of food 
safety issues are included in the governance process. They are often equally important for 
identifying, understanding, and managing food safety threats. Clearly, concern assessment as 
a social scientific analysis, should be submitted to the same kind of methodological scrutiny 
and peer review as any other scientific activity. 

It is during the initial step of screening, which precedes the setting of the terms of reference 
and is carried out at the assessment stage, that the attributes of seriousness, uncertainty, and 
ambiguity are used in the form of a preliminary assessment to identify the most appropriate 
approach to a more detailed assessment and to help prioritise attention to diverse threats. The 
provision of this step shows promise for contributing to the timeliness of food safety handling 
and, hence, to honour the principle of effectiveness. 

A recent publication on the role of expert advice in the governance of science and technology 
states rightly that ‘public engagement is not a stage of governance that can be completed, 
tidied up and filed away’ (Stilgoe et al. 2006: 53) but raises the more exigent question of how 
to incorporate the perspectives and specialized knowledge of interested and affected parties 
into the governance process. The food safety interface institutions and the guidance tool for 
deciding on the need for an extended participatory programme that the General Framework 
envisages, offer a more systematic approach to honouring the principle of participation 
including permanent and flexible participatory mechanisms. They are designed to ensure 
better coordination of assessment and management, and to address the concerns of corporate 
and civil society actors throughout the governance process. The interface institutions present 
platforms for deliberation on major elements of the governance process, with the Internet 
Forum being the most inclusive in terms of both the governance elements which it opens up 
for deliberation, and the voices which it invites for engaging in this deliberation. The Interface 
Committee is recommended as an additional liaison institution which specifically accounts for 
the fact that framing and evaluation activities cut across assessment and management. The 
selection of a few ‘key stakeholders’ to sit on the Interface Committee will inevitably provoke 
questions of representativeness, power, and fairness (see Chapter 10 for more detail). 
However, the existence of a second interface institution, the Internet Forum – which is more 
inclusive – as well as the recognition of the default assumption that threats associated with 
high levels of uncertainty and/or ambiguity warrant more broad participatory procedures 
might alleviate to some extent the concerns linked with these questions. After all, the process 
must also be designed to be practical and operational as to allow the handling of up to several 
hundred requests for opinion in one single year. The overall participatory design envisioned 
by the General Framework can help to achieve a broader and more structured engagement of 
EFSA and the Commission with a diversity of social groups in a way which maximises 
valuable input (knowledge, interest, value preferences) into the governance process while 
avoiding overburdening the process caused by excessive participation on every food safety 
issue. The Internet Forum, in particular, through documentation of the major elements of the 
governance process, is established to increase transparency from the point of view of third 
parties and, hence, honours the governance principle of openness. By bringing 
communication with affected and interested groups at the assessment/management interface 
into the more formal domain, stakeholder representation in the Interface Committee would 
render engagement with stakeholders more transparent and symmetrical, with the attention 
given to diverse interests. Together with the recently established major stakeholder fora of the 
European Commission and EFSA1, the Interface Committee could act as a counterbalance to 
lobbying and influence peddling through informal and bilateral channels by powerful 
interests. As such, stakeholder representation in the Interface Committee, in combination with 

                                                 
1 These are the European Commission’s Advisory Group on the Food Chain and Animal Health and EFSA’s 

Stakeholder Consultative Platform. 
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the web-based consultations and deliberations through the Internet Forum, might enable 
greater accountability over the ways in which decision-making relates to the (potentially) 
contending positions of all sides in food safety debates2. 

The Internet Forum and the Interface Committee are at the core of our suggestions for 
institutional reform. They are designed to work as an innovative food safety interface 
structure which can improve the politics-science-society coordination throughout the 
governance process. Moreover, in order to improve the capacities of EFSA to conduct the 
tasks of screening and concern assessment, the General Framework envisages the creation of 
a Screening Unit, which would work as a clearing house between the secretariat of EFSA and 
the various scientific panels at the screening stage, and the establishment of a new Panel on 
Concern Assessment which would have specific expertise to address questions of socio-
political ambiguity at the assessment stage. These four institutional innovations are deemed 
essential for facilitating the working of the proposed procedural reforms. We have made an 
effort to keep the number of institutional reforms to a minimum and to design them in such a 
way that they can be easily integrated into the current governance structure. The Internet 
Forum, which is our basic recommendation for establishing a food safety interface structure, 
ties up to the increasing use of the Internet for documentation and for eliciting stakeholder 
feedback by EFSA and the Commission. While the Internet Forum could also be set up as the 
sole interface institution, we would recommend to establish, in addition, the Interface 
Committee (in form of an Advisory Committee which is our preferred variant, or a Steering 
Committee) which would provide framing and evaluation activities with a formal footing. The 
EFSA Screening Unit would not address the screening questions itself but pass requests for 
screening to the different scientific units and could thus be easily integrated into EFSA’s 
current structure. The same applies to the Concern Assessment Panel. It would extend EFSA’s 
scientific panels by a panel comprised of experts with a background in the social and 
economic sciences, and in further disciplines such as psychology and consumer research, in 
order to establish EFSA’s capacity for carrying out concern assessments. 

The procedural innovations themselves include provisions to avoid overburdening the food 
safety governance system and overexploiting scarce financial and staff resources for making 
decisions. These provisions are the key to making the proposed framework practical. The 
proposed differentiated approach to assessment expands the assessment process by a 
precautionary assessment or a concern assessment only as appropriate to specified conditions. 
Also, the assessment of health effects is not expanded for every case by a wholesale scientific 
analysis of social, economic, and ethical impacts. Instead, the ‘endpoints’ for which a 
thorough analysis is required are being specified at the stage of framing and revisited and 
possibly revised at the stage of evaluation. Furthermore, our recommended approach to 
participation implies the need for an extensive participatory programme (extending beyond 
the Internet Forum and the Interface Committee) for particular food safety threats only, 
namely those characterized by high levels of scientific uncertainty and socio-political 
ambiguity. Nevertheless, quantifiable risks still need to be assessed, evaluated and managed. 
The efforts to conduct these activities, which will follow well-established procedures, are 
minimal compared to the handling of uncertain and ambiguous threats. No major effort is 
implied to collect concerns, include stakeholders, or organise a sophisticated assessment of 
management measures for ‘routine’ threats to food safety that are governed by well-
established procedures and form the majority of cases referred to EFSA. We are firmly 
convinced that, for some of the most challenging food safety threats, the more extensive 
process, including assessment techniques beyond quantitative risk assessment and a broad 

                                                 
2 Hence, our argument is that stakeholder representation in the Interface Committee would not enhance but 

reduce the risk of regulatory capture by industry interests; for a different view see Gabbi 2007 and Alemanno 
2008. 
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participatory programme, can lead to governance outcomes that will be more effective, better 
informed, better balanced, and socially more robust. 
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ANNEX 1: Possible Instruments for Extending Public Participation 
beyond the Internet Forum and the Interface Committee 

Ortwin Renn 

A. EPISTEMIC DISCOURSE 

Literature review and expert survey 

Reliable risk assessments of simple problems can be undertaken without complicated co-
ordination procedures or formal procedures solely on the basis of the available literature or 
through questions to the corresponding experts. Transparent, plausible presentations of the 
arguments play a central role when it comes to justifying the results for instance in working 
groups. 

Technical workshops 
Many regulatory agencies and risk assessment institutions frequently hold technical 
discussions with external scientists or experts. These discussions are aimed at securing the 
additional information necessary to evaluate the situation and to give external knowledge 
bearers an opportunity to express their views and arguments. This enables internal experts to 
gain a comprehensive picture through the exchange of arguments and estimates. The 
participants get to know the viewpoint of the risk assessment or management agency or other 
direct players (such as industry or consumer organisations) and source additional information. 
Technical discussions are not so well suited for resolving conflicts or heated debates. Quite 
the contrary, under certain circumstances technical discussions may even worsen the tone of a 
dispute or lead to polarisation. 

Expert hearings 
A widespread method of clarifying differences in scientific statements is to invite 
representatives of the differing views to defend their views to the representatives of the 
institution (e.g. risk assessment or management agency). The institution representatives put 
questions to the experts and then give them an opportunity to expand on their arguments. 
Sometimes open discussions between the experts are also envisaged during the hearings; 
however, the final decision on how to deal with the dissent lies with the organising institution. 

Hearings are excellent and relatively low-cost procedures when it comes to getting to know 
the diverse opinions of experts and the spectrum of arguments which support every point of 
view. Hearings do not solve any conflicts nor are they designed to achieve consensus. 
However, they can create clarity about the underlying reasons which lead to the differing 
standpoints within a conflict. The authority of the organising institution to take a decision 
when dealing with dissent depends, firstly, on its sovereign task and, secondly, on the social 
trust it enjoys. Hearings can certainly improve a situation of trust but they do not suffice in 
order to give legal validity to decisions. 

Expert committees 
Expert committees and scientific committees are also popular tools for involving external 
knowledge bearers in the safety governance process. They have the advantage over hearings 
that the experts can communicate freely with one another and that they offer an opportunity 
for exchanging knowledge and views. They act independently of the public agency or 
organisation which set them up. 
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The disadvantages of expert committees are that they do not normally achieve a consensus, 
require considerable time in order to come to a decision at an unspecified time, are not always 
able to address the urgent needs of risk managers, and may develop a momentum of their 
own. Furthermore, expert committees frequently reach agreement only when their members 
have a similar background and already hold similar points of view. The general public is also 
extremely sceptical when it comes to the legitimacy of these committees since the criteria for 
the nomination of the experts are almost always kept secret. Particularly in a high conflict 
environment, the recommendations of expert committees do not carry very much weight in 
the eyes of the public at large. 

Expert consensus conferences and expert workshops 
In the medical field, experts often come together in a workshop to discuss treatment options 
and to decide on a generally valid standard (treatment recommendation). The workshop is 
frequently organised both in working group meetings in order to discuss detailed aspects in 
depth as well as in plenary meetings in order to obtain general agreement and to elaborate 
general standards which may be valid worldwide. It might make sense, where statutory 
provisions permit, to use the tool of an expert consensus conference for the purposes of 
drawing up and formulating joint agreements for assessments of safety threats. 

Delphi survey 
When it comes to priority setting, assessing very uncertain starting situations or highly 
controversial evaluation results (e.g. in the field of genetic engineering), the classical methods 
of group work are often overtaxed. In these cases more complex procedures of cognitive 
judgement are required. One of these procedures, the Delphi survey, has proved to be 
particularly effective. This procedure was developed by RAND Co. in the mid-1960s and 
initially used for the assessment of defence technologies. Later it was mainly employed as a 
forecast instrument within the framework of technology impact assessments. The Delphi 
survey consists of the following steps: 

 A research team draws up a catalogue of questions in which the expected consequences 
of a measure or a decision-making option are examined. 

 The questionnaire is sent to a group of recognised experts in the respective field. The 
experts answer the questions according to the knowledge available to them and estimate 
the ‘subjective certainty’, i.e. the estimated validity of their own answers. 

 The research team identifies the average values, the extreme values and the variants in 
the answers. 

 The original questionnaire is sent back to the experts together with the evaluation of the 
first survey. The names of the experts are kept anonymous in order to avoid any 
influence being exerted by status or seniority. The interviewees are asked to fill out the 
questionnaire a second time, coupled with the request to use the results of the first 
survey as a corrective element of their own judgements in their renewed assessment. 
The purpose of the second survey is to reduce the variance of possible answers and to 
increase the collective judgement certainty. 

 Steps 2, 3 and 4 are being repeated until the experts do not make any further changes to 
their judgements. 

Ideally, the Delphi survey will single out the assessments which are likely to achieve a 
consensus within the expert group or are the cause of dissent. By anonymising the 
participants, and through the iterative process of the survey, the respective level of knowledge 
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can be presented without any consideration for the prestige of each of the participants in the 
Delphi process. 

Group Delphi 
One of the main disadvantages of the Delphi survey is the lack of substantiation of judgments 
which deviate from the median of all participants. That is why, together with a few other 
authors, we have suggested a modification to the procedure, the group Delphi. In this case the 
experts are not linked by means of a postal survey and feedback, but are invited to a workshop 
lasting between one and two days. What is important here is that the invited experts represent 
the spectrum of different attitudes and interpretations discussed by the expert world. At the 
same time, the number of invited experts should not exceed 16 to 20. In the run-up to or, at 
the latest, at the beginning of the workshop the task and the structure of the questionnaire 
should be explained to the participants. Then the participants are divided up into between 
three and four groups in the first round. Each of these small groups of three to four people is 
given the same task, i.e. to fill out the questionnaire. The goal is consensus, but deviating 
votes are possible. In the plenary those experts whose assessments deviate significantly from 
the mean value of all other participants justify their point of view in front of the others, and 
defend it in a non-public discourse. The goal of this exchange of arguments is to devote the 
short time available for communication to those topics for which the greatest discrepancy in 
estimations has been identified. The goal of the discussions is to establish where the dissent 
lies, and whether the discrepancies can be overcome through information and arguments from 
the other experts. 

In a second round the procedure is being repeated in new small groups. When putting together 
the new small groups, care is taken to ensure that representatives of the extreme groups from 
the first round are spread over all the new groups (permutation of members). The sequence of 
individual group meetings and plenary meetings is continued until no further significant shifts 
in standpoints occur. At the end of a group Delphi there is normally a far clearer distribution 
of answer patterns. The estimates of experts are either scattered around a mean value or they 
make up multi-peak distributions. In the first case, a consensus has largely been obtained, in 
the second case there may be several clear separate positions (consensus about the dissent). In 
both cases the Delphi supplies extensive substantiation for each position. 

At the end of this stage one has a profile of suspected or estimated action consequences 
supported by experts for each decision option for specific criteria. The criteria may also come 
from the parties involved and, for instance, be elaborated using a prior value-tree analysis. As 
a consequence of the expert discussions, the verbal substantiations for different assessments 
are also stored in the profiles as additional information. The disadvantage of the open 
discussion procedure in the group Delphi is, however, that the participants are no longer 
anonymous. But prior experience with the group Delphi has shown that status differences 
have little impact on the group judgement as long as these differences are not dramatic. 

The group-Delphi process aims to achieve agreement or non-agreement on cognitive 
statements. The model is the knowledge discourse based on methodological rules with the 
goal of identifying apparent dissent, and overcoming this dissent as well as tracing real dissent 
back to commonly accepted substantiation logics and, by extension, creating consensus via 
dissent. A discourse of this kind thrives on its exclusivity. If external individuals or 
representatives of interest groups are actively involved in this discourse, then there is no 
longer any pressure for methodological substantiation of statements. In most cases, people 
start strategic positioning in the debate. The discussions frequently end in mutual 
recriminations, particularly when the experts themselves are polarised in their opinions. At 
best, observers with no right to vote or speak during the deliberations may be allowed to 
attend. It is possible to record the discussions with a video camera, too, which makes also 
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sense for the purposes of documenting the course of the discussion. Exclusivity is not a 
guarantee for the success of a methodologically driven knowledge discourse, but it is at least a 
necessary precondition. For that reason it is also important to limit the questions to experts to 
areas of knowledge of relevance for the decision. 

Many experts tend to offer political conclusions on the basis of their knowledge as well. One 
major task of moderation in a group Delphi is, therefore, to prevent an overstepping of the 
boundaries of collective input knowledge and to remain within the area of the substantiated 
knowledge of the participants. This is also the only way of keeping to the time schedule of 
between one and two days. 

Surveys and focus groups 
Surveys of the general public or special groups are excellent settings in which to explore the 
concerns and worries of the addressed audience (Milbrath 1981; Duerrenberger et al. 1999). If 
they are performed professionally, the results are usually valid and reliable. However, the 
results of surveys provide only a temporary snap shot of public opinion, they do not produce 
solutions for conflict resolution or predict the fate of positions once they have entered the 
public arena. Surveys describe the starting position before a conflict may unfold. Focus 
groups go one step further by exposing arguments to counter-arguments in a small group 
discussion setting (Krueger and Casey 2000). The moderator introduces a stimulus (e.g. 
statements about the safety threat) and lets members of the group react to the stimulus and to 
each other’s statements. Focus groups provide more than data about people’s positions and 
concerns; they also measure the strength and social resonance of each argument vis-à-vis 
counter-arguments. Both instruments provide reliable and valid results for gaining an 
improved understanding of the context and the expectations of the affected population. They 
are particularly advisable for input during the stage of concern assessment. But they do not 
assist the safety managers in resolving a pressing issue (see Annex 1B for citizens’ fora and 
consensus conferences as instruments better suited for this purpose). The major disadvantage 
of surveys and focus groups is the lack of real interaction among participants. In addition, 
they are fairly expensive participatory processes. 
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B. REFLECTIVE AND PRACTICAL DISCOURSE 

Public hearings 
In many democratic countries, such as the US, Australia, UK, France, Switzerland, Germany, 
and Austria, hearings are statutory components of many approval procedures, regional impact 
analyses and eco-audits. In the USA, for instance, the Administrative Procedures Act from 
1946 stipulates that public hearings must be staged for all projects with major public sector 
involvement that may have a major impact on the population. Hearings are the most 
widespread form of structured participation in democratic countries. They are also taking on 
increasing importance in the Directives of the European Union. 

The main advantage of the hearing is the opportunity for a risk assessment or management 
agency to get to know the worries and concerns of the people affected or the interests of the 
various groups. In principle, all those concerned are admitted to a public hearing, i.e. the 
principle of fair representation is upheld. However, practice has shown that it is normally only 
the activists and representatives of organised interest groups who attend the hearings. In most 
hearings there are rules for the giving of evidence which only permit factual statements. 
Finally, hearings are tools for the exchange of information: the stakeholders get to know the 
views of experts and representatives of public agencies, and the public agency representatives 
are confronted with the problems and views of the stakeholder representatives. 

The rigid rules of the hearing do, however, have some disadvantages. Hearings are normally 
organized at such a late stage of the risk governance process that they can no longer fulfil 
their purpose of facilitating a correction should there be serious objections. Because of the 
limited time and the prerogatives of the panel participants, only a few people have an 
opportunity to speak. Often lists of speakers are drawn up beforehand or the contributions 
have to be submitted in advance in writing, which means that spontaneous comments are no 
longer possible. The equality principle is infringed upon through the division between panel 
and audience. The participants on the panel normally have special rights (different time 
limitations). The representatives of the public agencies rarely organize hearings because it is 
their wish to hear and take on board the concerns of the stakeholders; in general, they merely 
formally comply with the statutory provisions. 

Most empirical studies, therefore, have come to the conclusion that hearings lead to changes 
in assessments only in very few cases (which does not mean that these changes would always 
be necessary). Godschalk and Stiftle (1981) examined, for instance, the hearings in North 
Carolina on water management planning. They came to the conclusion that objections from 
the groups only influenced decisions in exceptional cases. Irrespective of how open public 
agency representatives are to objections, the format of the hearing normally leads to a 
worsening of the conflict rather than to defusing it. The people making the objections know 
that their only chance to influence the results is, by exerting as much public pressure as 
possible and by flooding public agencies with so many objections that the project can no 
longer be pushed through politically. The public agency representatives who conduct hearings 
feel that this reduces them to the role of the fall guys. They scarcely pay any attention to the 
contents of the objection but do everything they can in order to conclude the procedure in a 
formally correct manner. This has nothing to do with dialogue. The entire procedure has thus 
turned into an empty ritual which merely makes the two fronts more entrenched and 
encourages strategic positioning. 
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Negotiations between important stakeholders 
This form of conflict resolution is predominant in Europe, particularly in the United 
Kingdom, Germany, and Switzerland, but is also used in the USA under the name of 
"Negotiated Rule Making". The goal of this strategy is to involve the important supra-regional 
stakeholders in the decision-making process so as to take into account the values and interests 
of these groups when noting preferences in the decisions. In order to avoid strategic 
manoeuvring by the participants vis-à-vis the outside world, these negotiations normally take 
place behind closed doors. Corporatist negotiating strategies of this kind are relatively 
effective when there is an emergency, and the stakeholders, in principle, agree that action has 
to be taken. Where there is no such pressure, then it is normally in the interests of at least one 
of the participants to keep the process up and running for as long as possible and to delay 
results until growing public pressure forces a decision. Corporatist solutions, therefore, have 
three decisive disadvantages: 

 firstly, they exclude all those groups who do not want to, or cannot, comply with the 
rules of non-public negotiations because they would otherwise lose their clients 
(example: citizens' action groups); 

 secondly, they only reflect, to a minor degree, the interests and values of the people 
directly affected by the decisions, and 

 thirdly, they lead to a legitimisation deficit in the decision taken because the general 
public was unable to take part in the decision-making process (lack of transparency). 
The perception of non-transparency and presumed ‘wheeling and dealing’ exposes 
decisions of this kind to public criticism and a lack of acceptance. 

The round table as a discursive procedure 
The main goal here is to achieve agreement on the assessment of a given safety threat. 
Representatives of public agencies and the groups affected by the assessment can have equal 
rights in the round-table process. A round table begins by specifying the structure of the 
dialogue and the rights and obligations of all participants. It is the moderator’s task to present 
and explain the implicit rules of the round table to the participants. Furthermore, the 
participants must jointly lay down decision-making rules, the agenda, the role of the 
moderator (also with respect to mediation), the sequence of hearings etc. This should always 
be done according to the consensus principle. All parties must be able to agree to the 
procedure. There should be unanimous agreement on definitions, possible classifications or 
other linguistic and comprehension tools. If no agreement can be reached, then the round table 
must be cut short and postponed to a later date. 

Decision-making tools often used in negotiations or round tables include value tree analysis 
and multi-attribute decision analysis. Those will be described here in brief terms: 

Value tree analysis: Once the procedure has been defined, it makes sense to specify the range 
of statutory foundations (normative statements) which are relevant for the assessment. What is 
meant here is agreement on the principles which are relevant for the problem in hand. Various 
methods like the value tree analysis are, in principle, suitable. On the one hand it is necessary 
to only admit those statements which are closely linked to the topic; on the other hand, for the 
purpose of fairness, it is necessary to take utmost account of all values and standards which 
are presented by the respective parties. In this conflict, experience with round tables shows 
that efforts should be made to record all the values within the framework of conflict 
mediation, even if the list of values then were to become very long. By contrast, if one 
reduces discussion to obviously clear values or if one restricts the choices of participants at 
too early a stage, then some parties will always feel at a disadvantage and re-launch a new 



 150

‘fundamental debate’ at some other stage. In the course of the subsequent negotiations less 
discriminating values can be excluded. 

Multi-attribute utility analysis: Once the values, standards and goals necessary for assessment 
have been jointly agreed, arguments are exchanged. Four steps can be undertaken to examine 
the arguments on the basis of analytical decision-making logic: 

 Establishment of criteria: A first step involves converting the values and standards 
accepted by the discourse participants into criteria which directly influence the 
assessment of the given safety threat (for instance the laying down of the protection 
good, the determination of the protection goal, the relevant provisions etc.). This 
conversion must be approved by all participants. 

 Validation of knowledge claims: Informed individuals or institutions are asked to 
assess the evaluation options available according to their best level of knowledge 
(cognitive correctness). Here it makes more sense to specify a common 
methodological procedure or a consensus on the experts to be interviewed rather than 
allowing each group to have its questions answered by their own experts. Frequently, 
many potential consequences are still contested at the end of this process, particularly 
when there is a degree of uncertainty. However, the range of possible opinions will be 
more or less reduced depending on the level of knowledge. Consensus about dissent 
also helps here to separate controversial from non-controversial claims which 
promotes further discussion. 

 Interpretation: The ranges of expected effects must then be interpreted by the parties. 
Interpretation means linking factual and value statements to an overall assessment. 
This assessment can and should be undertaken separately for each aspect of the 
assessment (for instance, acute health damage, environmental impact etc.). In this way 
the respective causal chains leading to judgements can be more readily understood. For 
instance, when interpreting a limit value, the question of trust in the regulatory agency 
can play an important role. It is then up to the participants to take a closer look at the 
track record of the respective public agency and, where appropriate, to suggest 
institutional changes. 

 Weighting and weighing up: Even if there were an assessment and interpretation based 
on common consent, this still would, by no means, mean that there will be agreement. 
It is far more the case that divergent judgements on decision-making options of the 
participants can be traced back to different value weightings. In the literature on game 
theories and economics, this conflict is deemed to be unsolvable, unless one of the 
participants can convince the others to abandon their preference through the payment 
of damages (for instance as subsidies), transfer-payments (e.g. a special service) or 
trade-offs. In reality, however, participants in discussions are indeed open to other 
participants’ arguments (i.e. willing to give up their initial preference) when this loss is 
still acceptable to them, and, at the same time, the proposed solution is deemed to be 
‘conducive for the common good’, i.e. is considered to be socially desirable in the 
public perception. If no consensus is reached, then there can and must be a 
compromise solution which involves negotiating a ‘fair’ distribution of burdens and 
benefits. 

During a round table the conflicts described here with regard to the procedures, facts, 
interpretations, and value weightings, must first be identified and then dealt with in a targeted 
manner through interactive procedures. 
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Mediation 
Mediation procedures involve the bringing in of a neutral mediator for the purposes of 
conflict resolution and the bringing together of the parties to the conflict, who then will look 
for solutions in an atmosphere which is conducive to reaching a consensus or, at least, a 
compromise. In the USA, mediation is closely linked to the model of negotiation and 
compensation for acceptable disadvantages taken from rational actor theory. The theoretical 
foundation for mediation is the game theory and its particular application in the negotiation 
theory as anchored in the so-called Harvard Model. There it is assumed that the entrenched 
positions of the negotiating partners can be broken down through disclosure of their real 
interests, and can be turned into a win situation for all those concerned (win-win situation). 
One good example is the case of two chefs fighting about a lemon. In the course of the dispute 
it transpires that one of the chefs needs the lemon peel to bake a cake with, whereas the other 
needs the juice for his tea. So they decide to separate the lemon into juice and peel, rather than 
splitting it through the middle, and in so doing both parties profit. 

Mediation procedures are increasingly gaining a foothold in Europe. The use of mediation is 
not just about resolving conflicts. Like precautionary health and environmental protection, 
assessments of safety threats can also be prepared in a participative manner before they 
escalate into conflicts. The timely bringing together of different attitudes, interests and 
functions of people at a round table can help. 

It is largely up to the moderator to help participants examine the validity of their statements 
on the basis of previously specified rules. A good moderator has the following characteristics: 

 absolute neutrality in the matter at hand, 

 sufficient technical expertise, 

 knowledge about statutory rules and provisions, 

 expertise and practical experience in chairing discussions, 

 social skills in dealing with groups and individuals, 

 communication skills, 

 focus on the common good, and 

 social respect. 

Mediation procedures are bound by specific framework conditions. They are suitable for 
between 25 and 30 people who, in turn, should not represent more than five to ten parties. The 
participating parties must be able to fall back on a common store of values and goals if there 
is to be any chance of agreement. Furthermore, it is helpful in the unification process if the 
parties are already organised and have addressed this topic prior to the procedure. 

Although mediation procedures are largely organised on an egalitarian basis and lead to 
competent judgements, a number of problems remain. The negotiations normally take place 
behind closed doors which makes it difficult to verify the statements. This has a negative 
impact on the legitimisation of the results visà-vis non-participants. Many analysts are, 
therefore, of the opinion that mediation is only suitable for those cases in which the 
knowledge basis has been clearly defined, where the general goals are not disputed and the 
emotions of the participants play only a minor role. In such cases the different points of view 
stem from differing interests. For that reason the literature on mediation procedures 
specifically stresses the use of analytical decision-making or game theory mechanisms for the 
balancing of interests. 
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The choice of the rules for discourse management by participants is a major characteristic of 
the procedure. Even if not all of the parties can participate, it does facilitate at least a 
representation of the main opponents. The common good can be defended by balancing the 
possible extremes in the opinions represented. Nevertheless, the lack of participation by 
unorganised or weakly organised groups continues to be one of the shortcomings of the 
mediation procedure. That is why they cannot replace the discourse with individuals who are 
affected but not organised in groups. Furthermore, mediation procedures run the risk of 
achieving agreement amongst the participating representatives of the invited groups but are 
often unable to convincingly communicate the solutions to their own members. Hence their 
members do not feel that they are bound by the negotiated results and may even seek to strip 
their representatives of power. Without ongoing communication of intermediate results to the 
members of the groups participating in the mediation procedure, the results of mediation are 
normally of no further value. 

Citizens’ fora (planning cells and citizens’ juries) 
The involvement of representatives of the public at large in decision-making processes is the 
main goal of this type of procedure. There is a wealth of different forms which cannot all be 
looked at individually. Reference is made at this point to all those procedures which diverge 
from advisory committees in that they give each concerned citizen the same opportunities to 
participate in the decision-making process. Equal opportunities at local level can be achieved 
by inviting all those who are potentially affected and facilitating their participation in terms of 
logistics and time. In the case of more extensive projects, recourse must be made, by contrast, 
to a selection procedure based on the voluntarism principle or according to a representation 
method (for instance delegation or random choice). Procedures of this kind aim to ensure that 
each person concerned has equal chances of participating, irrespective of his / her social 
position or the degree of organisation of his / her interests. 

Two models of citizens’ fora have been theoretically elaborated and implemented in practice. 
Peter Dienel from Wuppertal University has coined the term planning cell for these fora. 
Planning cells are committees of between 10 and 25 people randomly selected who, for a few 
days, dedicate some of their time to offering decision-making aids on specific questions, and 
are remunerated for this activity. The underlying philosophy of the planning cell is the desire 
for fair representation of all those concerned in the preparation and taking of decisions. The 
planning cell has been used to deal with a number of problems at both local and regional 
levels. 

The second model comes from the Jefferson Centre for Democratic Processes in Minneapolis 
(U.S. Federal State Minnesota). The founder of the Centre, Ned Crosby, has given his citizens 
fora the name of ‘Citizens’Juries’. This designation is aimed at highlighting the proximity to 
juries in the USA. In the same way that jury members use their common sense to determine 
whether or not an accused person is guilty, the citizens’ juries make a recommendation on 
political options after hearing all the witnesses (experts and representatives of various 
interests). The model of citizens’ juries has been used so far in environmental regulations, 
educational problems and when electing municipal and regional parliaments in Minnesota. 

The legitimacy and efficacy of planning cells or citizens’ juries is tied to three preconditions: 
firstly the decision-makers must undertake either to accept the recommendations or, at least, 
to take them into account. Secondly, the organised interests involved in the conflict must 
agree or, at least, tolerate a mediation solution. This is more likely to happen when the parties 
no longer perceive any opportunities to resolve the conflict themselves but are more and more 
convinced that they will be able to present their point of view in a convincing manner to the 
mediation court. All parties are, therefore, invited to speak as witnesses and present their 
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recommendations. Thirdly, a sufficient number of citizens must be prepared to take on board 
the obligations linked to participation in the planning cells. 

Legitimisation problems are to be expected above all when the population concerned is 
affected by a measure to very varying degrees. In this case, the people most affected expect to 
be given more representation in the citizens’ fora than they would be allocated by the random 
principle. Finally, it has been shown that fora, which do not produce any solutions to 
problems but only indicate approval or rejection of a measure, systematically vote for a 
refusal because this leads to the fewest internal conflicts within the fora. By contrast, 
problems which encompass different options with both disadvantages and advantages are 
particularly suited for citizens’ fora. One special advantage of citizens’ fora is the opportunity 
of staging several fora simultaneously in order to address the same issues. This is one way of 
testing the robustness of the proposed solutions. 

The main problems of the citizens’ fora are in the area of expertise and follow-up knowledge. 
Although the fora offer an opportunity to exchange arguments and to use the group dynamics 
for the assessment of competence, explicit evidence of competence and knowledge are 
missing. The willingness to listen to experts is no guarantee that factual statements will be 
examined on the basis of methodological aspects. Nor does confrontation with the preferences 
of interest groups mean that the appropriateness of the respective values has been examined in 
any depth. By contrast, citizens’ fora offer a good sounding board for anecdotal evidence and 
statements from day-to-day life, which result from observations or moods. The problems of 
the competent selection of statements and claims are, therefore, the main thrust of criticism 
expressed at planning cells, too. 

Consensus conference 
The consensus conference model is another innovative method for integrating judgements by 
lay persons on consumer protection, health and environmental issues into political decision-
making processes. The consensus conference consists of the following structural 
characteristics: 

 The discourse organisation, via a newspaper ad, looks for people wishing to participate 
as lay persons in a consensus conference on a specific subject. Between 10 and 15 
people are selected from the interested persons who responded to the ad. In terms of 
age, gender, education and range of occupations they more or less correspond to a 
cross-section of the population. 

 The selected participants in the consensus conference are given extensive material on 
the question at stake. The material consists of background reports, newspaper cuttings, 
expert opinions by the players and other relevant information. 

 During two weekends the members of the consensus conference meet for preparatory 
meetings. At these meetings they exchange their impressions, focus on the main 
problems, formulate questions for the experts and, with the help of the discourse 
organisers, select experts to whom they wish to put their questions. 

The consensus conference itself is organized on three consecutive days. On the first day the 
participants put their questions to the invited experts. This is like a classical hearing; the 
questions are exclusively placed by the participants in the consensus conference. The hearing 
is public. It is expected that the legal decision-makers (for instance parliamentarians) are 
present as silent observers. On the morning of the second day the question session can be 
continued, and questions from the audience may be permitted. In the afternoon the members 
of the consensus conference come together and prepare a short report with their 
recommendations. On the third day these recommendations are given to the experts. At a 
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public meeting the experts may provide further information (for instance on factual mistakes 
or inadmissible generalisations). However, they are not entitled to correct or amend the report. 
The participants in the consensus conference have another opportunity to finely tune the 
recommendations in the light of their discussions with the experts. Late in the afternoon of the 
third day the results are made public and explained at a press conference. 

The individual steps in a consensus conference can be further extended or amended. A major 
component of each consensus conference is the involvement of lay persons as experts in the 
assessment process and the public hearing with the inclusion of the media and the politically 
minded public. The procedure has been used mainly in Denmark by the National Board of 
Technology for problems in regulating genetic engineering, integrated agriculture, risk 
analyses of chemical additives in foods and also motorised road transport and information 
technologies. Similar procedures have been used in Norway, Sweden, the United Kingdom, 
France, Switzerland, Japan and the USA. 

Consensus conferences have proved to be a robust, time-restricted and cost-effective variation 
of discursive decision-making. Prior experience with this tool can mainly be deemed to be 
positive according to an empirical study by Simon Joss. However, there are a number of 
problematic points. Participants are chosen using two selection criteria: ‘self-selection’ by 
responding to a newspaper and ‘outside selection’ based on representation criteria by the 
organisers. Given the low number of selected participants, this is certainly not a representative 
cross-section of the population. Nor do the advocates of this procedure claim this. But 
whether the desired heterogeneity in the composition of the participants is sufficient, is 
questionable despite the best efforts to make a fair selection. Secondly, the influence of 
individual people cannot be underestimated in a small group. Depending on the composition 
of the group, the results of the recommendations will be scattered. Hence the legitimisation 
power of recommendations, particularly in the case of far-reaching collectively binding 
decision, is difficult to judge. This was also one of the main problems of the first national 
consensus conference on genetic engineering which was organised by the Hygiene Museum 
in Dresden. 
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ANNEX 2 Stakeholder Involvement in EU Food Safety Governance: 
Towards a More Open and Structured Approach? 

F. Wendler and E. Vos 

1. Introduction 

Stakeholder organisations are increasingly involved in EU food safety governance. In recent 
years, mainly three developments can be observed. First, in August 2004 the European 
Commission created an Advisory Group on the Food Chain, a body composed of 36 
stakeholder organisations with the mandate of consulting with the European Commission in 
the fields of food safety, labelling, nutrition and animal health. Second, following on 
stakeholder colloques in Ostende (2003) and Berlin (2004), EFSA decided to establish a 
permanent Stakeholder Consultative Platform, with the mandate of advising EFSA’s 
Executive Director with regard to general issues regarding its work, and to comment on its 
work programme, the effectiveness of its policies, to alert to key issues of current or emerging 
stakeholders’ concern, to advise on methodologies, and to provide information and 
cooperation on the technical level (cp. Stakeholder Consultative Platform 2006: 2). Third, in 
the context of its ‘Healthy Democracy’ process, DG SANCO established a Stakeholder Peer 
Review Group in early 2006 to review its experience concerning the involvement of 
stakeholders and to identify best practices and suggest improvements to the current system of 
consultation. After a series of four meetings of this Group through the year 2006, a final 
document has been adopted in February 2007 with a set of recommendations, including the 
creation of a ‘Stakeholder Dialogue Group’ with the mandate to advise DG SANCO on the 
procedural aspects (rather than the content) of stakeholder involvement1. 

Given these recent developments, the question raises how the various new involvement 
procedures relate to the different stages discussed in the General Framework for the 
Precautionary and Inclusive Governance of Food Safety as presented in this final report of 
subproject 5 of the SAFE FOODS project. Empirical knowledge is lacking about the purpose 
and functioning of the different initiatives, and the views that stakeholders have on them. 
Against this background, this account examines two questions. First, it seeks to find out how 
the recent developments in the system of consultation in EU food safety governance relate to 
the four main elements of the General Framework, and, more specifically, in how far the two 
innovative tasks of framing and evaluation are addressed in the present structure of 
consultation. Second, it intends to undertake an evaluation of the present involvement 
procedures with regard to four normative criteria valued highly by the General Framework – a 
freedom from constraints, transparency, a high quality of debates, and effectiveness of 
communication.  

The account builds on two main sources: 1) documentation on consultations conducted by 
both EFSA and the European Commission available online, and 2) empirical research based 

                                                 
1 http://ec.europa.eu/dgs/health_consumer/stakeholders/draft_mandate_dialogue_group_en.pdf. This group is 

envisaged as a body of no more than twenty representatives of stakeholder organisations, to be appointed by 
the Commission after a call for expression of interest and to be chaired by the Director-General of DG 
SANCO. Members are requested to act on a personal basis for a non-renewable term of four years. At the 
time of writing, the call for expressions of interest for membership in this group had just expired, and the 
group was awaiting its first meeting in early October 2007. 



 158

on 10 interviews conducted between June and August 2007 with 14 representatives of EU 
stakeholder organisations2, the European Commission (DG SANCO), and EFSA.  

The account is organised in three parts. Section 2 will give an overview of the current 
procedures of involvement of stakeholders and discuss how these involvement mechanisms 
correspond to the four levels of involvement identified in the General Framework – framing, 
assessment, evaluation, and management. Section 3 will make an evaluation of the current 
involvement procedures with regard to the above mentioned four normative criteria. Section 4 
will attempt to draw a preliminary conclusion on the current state of stakeholder participation 
and give an outlook on the future.  

2. Involvement procedures in relation to the steps of the General Framework 

We can broadly discern six ways of involving stakeholders in EFSA’s activities: the EFSA 
Annual Colloques, the EFSA Consultative Stakeholder Platform, Technical Meetings with 
civil society groups convened on an ad-hoc basis for specific issues, Science Conferences, 
Scientific Colloquia, and Public Consultations, which are mostly conducted online. Involving 
stakeholders in the Commission, DG SANCO activities occur in the following ways: the 
Advisory Group on the Food Chain and Animal Health, a variety of online Consultations3, the 
possibility for the public to submit comments on scientific opinions on GM food and feed 
products when these have been estblished by EFSA4, and finally, the very recently established 
Stakeholder Dialogue Group. Against the background of this variety of procedures, this 
section will discuss how these can be related to the four main steps outlined in the General 
Framework (Framing, Assessment, Evaluation, and Management).  

2.1 Framing 

The tasks of the design discourse at the step of framing are described in the General 
Framework as ‘setting the terms of reference including the scope, focus and design of 
assessment and at specifying the way (breadth, concrete procedures) in which stakeholders 
and / or the wider range of public are included in the assessment process beyond the 
formalized engagement mechanisms’ (i.e. the Interface Committee and the Internet Forum) 
(Dreyer and Renn, Sect. 7.3.1 this report).  

It is clear from the outset, that so far there is no single forum to involve stakeholders in a 
debate about framing issues. Moreover, no structure as envisaged for the interface between 
assessment and management in the General Framework exists that could be assessed within 
this case study. However, there are indications that elements of a design discourse between 
stakeholders and policy-makers as well as risk assessors have been taken up both in the EFSA 
Stakeholder Platform and the Advisory Group. Moreover, the Stakeholder Dialogue Group 
can be seen as a new forum which is set up to explicitly address questions in relation to 
framing. This will be explained in more detail in the following paragraphs.  

EFSA Stakeholder Consultative Platform  

The terms of reference of the EFSA Stakeholder Consultative Platform specify that the 
Platform will advise the Executive Director of EFSA with regard to ‘general issues regarding 
the work of EFSA and, in particular, the impact of its work on stakeholders’. More 
specifically, comments on EFSA’s work programme, feedback on the effectiveness of 

                                                 
2 Among the interviewees were representatives of a number of organisations that are present both in the EFSA 

Stakeholder Consultative Platform and the Advisory Group on the Food Chain of the Commission, including 
representatives of industry, farmers, trade, consumers and animal welfare. 

3 http://ec.europa.eu/food/consultations/index_en.htm. 
4 http://ec.europa.eu/food/food/biotechnology/authorisation/public_comments_en.htm. 
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policies, alerting EFSA to current and emerging stakeholder concerns, advice on methodology 
and provision of information are enumerated as tasks. At least a part of the tasks outlined 
above as elements of the design discourse – the selection of an appropriate risk assessment 
policy and the definition of priorities – can be seen to be addressed through the description of 
tasks in the terms of reference.  

Examples of discussions within the Stakeholder Platform which relate to framing are:  

 a debate with stakeholders of the EFSA evaluation report, and discussions about the 
provision of scientific advice (esp. through the interface of EFSA with Member States 
and stakeholders), and risk communication and risk perception (meeting of 9 March 
2006); 

 debates about recommendations on the future of EFSA, risk communication strategies, 
transparency in risk assessment, and the identification and characterisation of emerging 
risks (meeting of 21 July 2006); and finally,  

 discussions about the methods of working with the Platform, the organisation of the 
interface with Member States and stakeholders, EFSA’s future work and priorities, and 
EFSA’s Management Plan for 2007 (meeting of 6 December 2006)5.  

In this context, it should be mentioned that at the meeting on 26 and 27 April 2007, the EFSA 
Stakeholder Platform decided to set up two working groups on the subjects of transparency in 
risk assessment, and criteria for public consultation. At this meeting of the Platform, the terms 
of reference for the working group on transparency in risk assessment, which mirror those of 
the working group of the EFSA Scientific Committee, were discussed and adopted. 

However, it appears that at the time of interviewing the stakeholders, the working groups 
were still at a rather early stage and had not produced any substantial results yet. Therefore, 
most interviewees who we asked about their expectations for these working groups thought it 
was too early to tell in how far the groups would make an impact on debates within the EFSA 
working groups on transparency in risk assessment. Several statements by interviewees 
suggest, however, that expectations are still cautious about possible outcomes of the working 
groups. In this vein, one stakeholder commented that the working groups should not reinvent 
the wheel, while another stateed that the role of the working groups should not be 
overestimated. 

Advisory Group 
The Commission’s Decision setting up the Advisory Group (Commission of the European 
Communities 2004), is less specific than in the case of the EFSA Stakeholder Platform. 
Article 2 of the Decision mainly specifies the areas in which the Commission consults the 
group, including food and feed safety, labelling, human nutrition, animal health and welfare, 
and matters related to crop protection. In these areas, the European Commission can consult 
the group on its programme of work, and on any measure which it has to take or propose in 
the mentioned fields. Among the tasks outlined for framing, this mandate relates mainly to the 
task of specifying the conditions under which the further steps of the risk handling process 
will be conducted.  

Examples from the discussion of the Advisory Group on the Food Chain include:  

 a debate on new comitology procedures, use of impact assessments, establishing fees 
for EFSA (meeting of 12 January 2007);  

                                                 
5 The agendas and minutes of the inaugural and three further meetings of the SH Consultative Platform can be 

viewed online at: http://www.efsa.europa.eu/en/stakeholder_stakeholder/consultative_platform.html.  
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 a discussion on labelling, the Hygiene Package, developments in the RASFF, and the 
TSE road map (meeting of 19 May 2006); and finally,  

 a report by the Commission on state of the art of food policy, general food safety 
legislation, action plans on zoonoses and animal welfare (meeting of 5/6 July 2005)6. 

These topics suggest clearly that the Advisory Group plays a role in the discussion of the 
more general and procedural questions between stakeholders and the Commission. It needs to 
be mentioned, however, that apparently a difference exists between the debates of the plenary 
of the Advisory Group and its working groups, which focus on much more specific questions 
and organise exchanges on a more technical level. Therefore, the Advisory Group can be seen 
to play a role not just in the framing of risk governance, but also at the level of management. 
The distinction between the two levels of the Advisory Group will be further elaborated in the 
third section, where statements from the interviews with stakeholders and policy-makers are 
reviewed.  

Stakeholder Dialogue Group 

Finally, the forthcoming Stakeholder Dialogue Group created by DG SANCO also appears to 
be closely related to the task of framing, especially to the task of specifying the appropriate 
involvement procedures. According to the draft mandate, the group’s task is to ‘advise DG 
SANCO on the consultation process without commenting on the content of policy proposals’, 
and to ‘advise DG SANCO on better tailoring its stakeholder involvement processes to 
stakeholders’ needs and to support mainstreaming best practice in its consultations’. The 
consideration of definitions of stakeholder representativeness, discussion about the issue of 
asymmetries between stakeholders, the consideration of criteria for consultations needing a 
longer timeframe and the debate on national platforms are mentioned as further specific tasks 
of the Group.  

To sum up, the recent developments of EU food safety governance witness the emergence of 
various fora for the involvement of stakeholders apparently aiming at a number of tasks in 
relation to framing. Apart from the mandates of the three above-mentioned groups, it can also 
be demonstrated from their agendas that an exchange is sought on general questions of food 
safety governance of a procedural and methodological nature. However, it has also become 
clear that the main tasks foreseen for framing are divided between the three bodies: Whereas 
the Stakeholder Platform addresses mainly questions of risk assessment policy and risk 
prioritisation, the Advisory Group focuses mainly on the management of risks, and the 
Stakeholder Dialogue Group on the design of stakeholder involvement procedures.  

It should be stated again, however, that so far no formalised setting exists for the involvement 
of stakeholders on the interface between risk assessment and risk management. Asked about 
the possible involvement of stakeholders in the setting of terms of reference, one EFSA 
official stated that while the publication of terms of reference may be desirable with regard to 
transparency, it would be difficult to see how stakeholders from different ‚camps’ could ever 
agree on common terms of reference, especially in contested areas such as the authorisation of 
GMOs. This person therefore emphasised the practical problems in relation to the direct 
involvement of stakeholders in drafting the terms of reference. EFSA officials underlined that 
EFSA’s approach to stakeholder involvement still needs to be developed and made more 
coherent and logical. One of the officials interviewed mentioned that currently a review of 
stakeholder activities by an external evaluator is prepared, whose findings will be taken into 
account through the development of a stakeholder strategy for the year 2008. Especially the 

                                                 
6 The agendas and minutes of the three meetings of the Advisory Group on the Food Chain can be viewed online 

at: http://ec.europa.eu/food/committees/advisory/index_en.htm. 
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structure and consistency of consultations still needs to be developed. One official thought 
that stakeholder involvement could play a bigger role especially at the stage of framing.  

Apart from debates between stakeholder groups and both EFSA and the Commission, various 
consultation procedures also take place between stakeholders. Several of the stakeholders 
referred to the Food Safety Platform, an informal network of consultation between the seven 
main organisations representing the different elements of the food chain. One of the 
stakeholders – member of the platform – stressed that its advantage is that the members can 
set the agenda themselves, and that there is an exchange of information only between the 
main groups. It was considered that through this platform members of different organisations 
have also the possibility to explain to each other what certain issues are about. Another 
stakeholder asserted that fora like the Food Safety Platform could be used to reduce the 
danger of participatory overload, as members are able to identify and concentrate on common 
interests and avoid an unnecessary duplication of debates.  

2.2 Assessment 

In the General Framework, discourse at the level of assessment is defined as comprising 
‘communication processes, where experts of knowledge (not necessarily scientists) grapple 
with the clarification of a factual issue’, in order to ‘represent and explain a phenomenon as 
close to reality as possible’ with knowledge including ‘systematic knowledge collected by 
established means of natural and social sciences’ and ‘experiential knowledge collected by 
interactive techniques such as hearings or focus groups’ (Dreyer and Renn, Sect. 7.3.2 this 
report). 

One EFSA official stated that so far, there is no regular or standardised procedure of 
involvement of stakeholders during a risk assessment, but that it depended very much on the 
case in question. EFSA officials moreover felt that the input of stakeholders means a lot to 
EFSA, and that it is very helpful to involve stakeholders in order to have a feeling what is key 
in a given matter, and what concerns are important to consumers or industry.  

2.3 Evaluation 
Discourse at this level is defined as ‘communication processes dealing with the interpretation 
of factual issues, the clarification of preferences and values, and a normative judgement of 
tolerability or acceptability’ aimed at ‘balancing pros and cons, weighing the arguments and 
reaching a balanced decision on the basis of the epistemological discourse and social values 
and preferences’ (Dreyer and Renn, Sect. 7.3.3 this report).  

It is intended that the task of evaluation is conducted after the results of the appraisal process 
have been established, summarising its outcomes and setting them into the context of value 
judgments and views on the tolerability and acceptability of food safety threats from the wider 
public and stakeholders. It has been understood that hitherto no explicit procedure for the 
conduct of this task exists in the conduct of EU food safety regulation as such.  

Insights from the interviews suggest that whereas there is no single forum to address the 
wider social and political implications of risks, these questions occasionally play a role in 
debates both at the level of the EFSA Stakeholder Platform and the Advisory Group. This is 
reflected in the comment of one stakeholder who stated that whereas the debates in the 
Stakeholder Platform were sometimes very technical, political issues were closely linked to 
that, so that the line could not always be clearly drawn between scientific and political 
questions. Other stakeholders expressed similar views.  

Similarly, one stakeholder indicated that the Advisory Group was a good forum to raise 
concerns about the wider political implications of an issue, although he doubted that these can 
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be resolved at this stage. In such cases, he recommended to set up a working group to discuss 
such questions in further detail.  

It appears that so far only very few attempts have been made to address the ethical questions 
in the context of risk assessments separately to scientific questions. One such example is the 
requirement that after an opinion has been set up by EFSA on the authorisation of genetically 
modified food or feed products, these opinions are made public with the possibility for the 
public to submit comments. Examples from this procedure suggest that it can indeed be used 
to gather views on the social and political acceptability of risks from the widest possible 
public.  

Furthermore, in some cases apparently the European Group on Ethical Issues in Science was 
consulted on the wider social and political implications of risks, although rather rarely. In this 
context, one interviewee from EFSA mentioned the example of cloning, where EFSA was 
asked to conduct a risk assessment and a request was made to the Group to discuss the 
broader ethical and political issues. It was felt that judgements are made going beyond the 
context of ‘purely scientific’ risk assessments, so that a certain ‘grey zone’ between scientific 
and wider socio-political questions would always remain.  

However, in spite of these signs that the wider political implications of risks are not 
completely absent from the debates between EFSA and stakeholders, so far there is clearly no 
forum where these questions could be addressed in a systematic way. Furthermore, there is no 
specific arrangement to address questions related to evaluation with stakeholder organisations 
or the wider public, with the only exception of GMO authorisations where a requirement for 
the public to comment openly exists. With regard to the four main elements of the General 
Framework, evaluation is therefore clearly the weakest part with regard to the current system 
of stakeholder consultation, whereas increasingly procedures for the involvement of 
stakeholders can be seen to emerge at the stages of assessment and framing, as described 
above.  

2.4 Management 

Discourse at the level of management in defined as comprising ‘communication processes 
aimed at the identification, assessment, and selection of different management measures for 
reducing and managing ‘intolerable threats’ or ‘tolerable but not acceptable’ threats’ (Dreyer 
and Renn, Sect. 7.3.4 this report).  

An important function for the consultation of stakeholders at the stage of risk management is 
assumed by the Unit on Science and Stakeholder Relations of DG SANCO. One interviewee 
stressed that it acts as a watchdog, for example in cases when a vertical unit intends to have a 
working group or start a consultation. Consultations take place primarily in the Advisory 
Group, but also on an informal basis through dirct contacts between stakeholders and the 
Commission, as will be explained in more detail in the following sections.  

3. Assessment of involvement procedures 

The interviewees were asked about their views on the usefulness and purpose of the 
involvement procedures, their transparency, openness, the quality of debates, and the 
effectiveness of communication between them and both EFSA and the Commission. 
Furthermore, they were asked where they see shortcomings in the current system, and what 
they would consider as improvements or their ‘ideal’ involvement procedure.  
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3.1 EFSA Stakeholder Consultative Platform 

Purpose 

Asked about their general views about the EFSA Stakeholder Platform, all interviewees were 
supportive of it and saw it as a positive development. This is reflected in the statement of one 
stakeholder who found that the Stakeholder Platform scores 10 out of 10 and she did not 
really see what else to suggest. Another thought that the only thing that could be improved 
about the Platform was its location, i.e., to have it in Brussels. Statements by other 
interviewees were similarly positive.  

Asked about the primary purpose of the Platform, most interviewees mentioned the interest of 
EFSA to consult in an open and structured manner about a broad range of questions that come 
up in its work programme. One stakeholder stated that EFSA would need to know what the 
concerns of the external actors are, and also to show to stakeholders what it is currently 
working on. This person felt that in this sense, EFSA needed the Stakeholder Platform. 
Another stakeholder considered the Platform to be part of EFSA’s communication strategy, 
enabling it to package information in a way that is useful to its various stakeholders, and to 
showcase how it has approached issues. This stakeholder did not see the Platform as very 
important, as the agenda was usually too broad, although he recognised that the Platform 
could generally have a positive effect with regard to the understanding of the interface 
between risk assessment and risk management.  

Concerning the benefits resulting from the Stakeholder Platform, various interviewees pointed 
out that the Platform helps to understand the concerns and views of other stakeholders. One 
stakeholder stated that without the Stakeholder Platform, EFSA would probably still receive 
the same input, but the possibility would be lost to hear the views and concerns of other 
stakeholders. He thought that this ‘horizontal’ effect of exchange and debate between 
stakeholders was one of the main effects gained through the Platform. This point was shared 
by other stakeholders and by an EFSA official. The latter stressed that EFSA seeks to make 
its stakeholders listen to each other through the Platform and pointed out that the stakeholder 
community represented in the Platform was very diverse and that there are debates between 
‘opposite churches’. It was, therefore, very interesting for EFSA to see what the exchanges 
between the stakeholder groups are, and what the concerns are that are relevant to specific 
stakeholder groups. It was argued that through the Platform EFSA wants the stakeholders to 
listen to each other.  

Asked whether a balance needs to be struck between the principle of scientific independence 
of EFSA and the involvement of stakeholders, one EFSA official stated that there is no 
contradiction between these two: while EFSA was independent, it was not opposed to 
dialogue or interaction, as EFSA did not work in isolation. Another EFSA official added that 
times have changed for scientists as they could no longer speak in an ex cathedra manner, this 
was now no longer taken for granted, and scientific uncertainty would have become a very 
important point to address.  

Transparency 

All interviewees had positive views on the contribution to transparency implied with the 
introduction of the Stakeholder Platform. It was appreciated that through the establishment of 
the Platform a structured and transparent form of broad stakeholder involvement has been 
established. One stakeholder considered transparency and more structured involvement as the 
main achievements of the Platform.  
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An issue which is currently being discussed is whether meetings of the Stakeholder Platform 
should be broadcasted through an on-line webstream. Statements from some of the 
interviewees suggest that views are still divided on this issue. One stakeholder reported that 
whereas some members of the Platform were very quickly in favour, especially the older 
members were more cautious. This person was sceptical about webstreaming meetings as this 
would change the behaviour of participants in meetings and the character of debates. He 
doubted that the debates could really be followed through a webstream, as many non-verbal 
elements of a debate could not be transmitted in this way. He also found that a certain degree 
of confidentiality was productive to meetings, even if minutes were still taken. It is thus 
interesting to see that whilst stakeholders always are very keen on having access to various 
meetings, some of them hesitate, as do EFSA and the Commission, to disclose their own 
meetings. They emphasise the necessity to find a balance between openness and the 
willingness of members to discuss openly.  

Freedom from constraints 

With regard to the setting of the agenda for the Platform, various interviewees stressed the 
role of the chair and the vice-chairs in collecting points from EFSA and stakeholders and 
putting together an agenda. All stakeholder interviewees agreed that it would in principle be 
possible for them to request an item to be put on the agenda, although most admitted that so 
far they have not deliberately done so. One stakeholder described the setting of the agenda as 
a process through which proposals of EFSA and members of the Platform are collected, 
discussed between the chair and the vice chairs, then circulated to the members of the 
Platform with the possibility for stakeholders to comment, and finally adopted for the agenda. 
In this context, various interviewees expressed positive views about the agendas of the 
sessions of the Platform so far, and the role played by the chair. 

In this context, one stakeholder mentioned that the Food Safety Platform, i.e. the group of the 
seven main stakeholder groups involved in the food chain (cp. Sect. 2.3.), could be used to 
develop and transmit ideas for the agenda of the EFSA Stakeholder Platform. Another 
stakeholder considered that instead of seeking to influence the agenda of the Stakeholder 
Platform, it would be much easier to simply pick up the phone and talk to scientists in charge 
of an issue. He had very good contacts to staff of EFSA perceived as being very open.  

Various interviewees referred to the very diverse membership of the Platform and the fact that 
it includes organisations such as Greenpeace or Friends of the Earth. One stakeholder 
believed that without the Platform organisations such as these would not have the possibility 
to make their views heard at the stage of risk assessment.  

Quality of debates 

Many of the interviewees characterised the debates within the Stakeholder Platform as very 
open and dynamic, especially in comparison to those at the level of the Advisory Group. In 
this context, most interviewees stated that whereas an exchange of views and discussion took 
place within the Stakeholder Platform, no consensus was created on most issues between all 
participants (although the terms of reference of the Platform require that it should aim at 
reaching consensus in the advice it produces). It was also stressed by one interviewee that 
presentations by the stakeholders themselves were seen as positive and leading to a lively 
debate.  

Various stakeholders referred to the very diverse membership of the Platform including 
organisations such as Greenpeace and Friends of the Earth which would lead to debates that 
were sometimes quite controversial and critical. One EFSA official stressed that it is EFSA’s 
approach to address controversial issues where these emerge, emphasising that EFSA would 
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try to not run away from the difficult issues that arise out of the debates of its Platform but to 
focus on them.  

Effectiveness of communication 

Most interviewees felt that debates in the Stakeholder Consultative Platform are taken into 
account by the EFSA’s Management Board. In this context, various stakeholders stressed that 
senior scientific staff and the Executive Director of EFSA were usually present at the 
meetings of the Platform and ready to listen to what the stakeholders have to say. 
Furthermore, they considered reports by the chair of the Stakeholder Platform to the 
Management Board of EFSA as a feedback mechanism.  

The danger of a possible overlap between the debates of the Stakeholder Platform and the 
Advisory Group was not perceived as a big problem by most interviewees. They emphasised 
the completely different character of consultation at the levels of risk assessment and risk 
management. This is reflected in the statement of a stakeholder, who found that although the 
subjects discussed at both levels might be the same, the way of entering into the debates was 
completely different. A Commission official emphasised that a staff member of DG SANCO 
was now present at all of the meetings of the Stakeholder Platform, thus ensuring that issues 
with implications for questions of risk management were being taken into account. The 
official explained that by attending these meetings, the Commisison would check whether 
there was a need for addressing an interface, and it was ensured that issues were not 
duplicated on the agendas of the Advisory Group and the Stakeholder Platform.  

Practically all of the interviewees agreed that there were strong differences between the EFSA 
Stakeholder Platform and the Advisory Group of the Commission. One Commission official 
pointed out that a key difference between both fora was that the Platform had its own chair 
while the Advisory Group was chaired by the Commission. Most stakeholders stressed that 
whereas debates at the level of the Platform were relatively open and left a lot of space for 
initiatives and contributions by stakeholders, the Advisory Group was more clearly dominated 
by the Commission, which defined the agenda and sought specific input by stakeholders on 
given subjects and legal proposals. One stakeholder found that EFSA’s Stakeholder Platform 
had more freedom in setting the agenda, as it was less bound by concrete legal instruments 
and proposals and could therefore debate on a range of questions, including those of a more 
general nature and the opinions it was working on; in contrast to that, the Commission was 
more bound to discuss specific measures or decisions it wants to discuss with the 
stakeholders. A similar argument was made by another stakeholder who felt, however, that 
the position of EFSA was easier than that of the Commission that would need to explain its 
decisions.  

3.2 Advisory Group 

Purpose 
Asked about the purpose of the Advisory Group, several of the interviewees stressed that the 
Advisory Group was mainly a forum for the exchange of information about forthcoming 
actions by the Commission. Most interviewees thus considered that its agenda and debates 
were strongly influenced by the Commission seeking input from stakeholders on specific 
issues on its agenda. One stakeholder thought that the Advisory Group was established 
because it appeared that these days institutions would need to have a forum for stakeholder 
consultation to keep up a good image, thus characterising the Group as part of the 
Commission`s communication with the public. 

He added that it was the personal style of the Director-General of DG SANCO, Robert 
Madelin, to engage in debates with stakeholders and to have good relations with them, this 
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being in strong contrast with the less open and more rigid practices in other DGs. One 
Commission official argued that one of the main purposes to establish the Advisory Group 
was to arrive at a more transparent and structured form of stakeholder involvement. In this 
context, the Advisory Group would have the function of allowing for more transparent 
involvement, although it is admitted that there might be also informal contacts between 
individual stakeholder organisations and the Commission.  

Transparency 

Concerning the rules for the early circulation of documents, one Commission official 
emphasised that these were strictly imposed; in this context, he referreed to a case where a 
meeting of a working group was declared into a merely informative meeting because 
documents had arrived too little time in advance. While the Advisory Group was established 
to achieve more transparency, it was felt that a certain degree of confidentiality of debates 
was also conducive to good consultations.  

Freedom from constraints 

As mentioned above, most stakeholders saw the Advisory Group mainly as a forum to 
provide information on legislative proposals by the Commission and not as an open setting 
where they could freely discuss different views and concerns. It was therefore felt that 
whereas the EFSA Stakeholder Platform involved stakeholders in an upstream dynamic, the 
logic of the Advisory Group was mainly downstream. One stakeholder considered the 
discussions in the Advsory Group not to be very dynamic and also sometimes difficult to 
follow when the subjects were very technical and sessions long. This notwithstanding, various 
stakeholders stressed that they nevertheless appreciated the debates in the Advisory Group, 
and one stakeholder viewed the Commission’s general approach towards stakeholder 
involvement quite fair. It should be noted, therefore, that the conditions of consultation were 
seen as completely different in the Advisory Group compared to the Stakeholder Platform. In 
general, stakeholders preferred the approach taken by EFSA, where they felt that more 
attention was paid to the discussion of content. Yet, it is also true that stakeholders did not 
necessarily feel constrained or treated unfairly in the context of the top-down approach 
followed by the Commission in the Advisory Group. It is just that in the latter meetings are 
often purely about information provision without the opportunity of having a real debate.  

Quality of debates 

An important point concerning the quality of debates in the Advisory Group appears to be the 
separation of tasks between the plenary and working groups. One stakeholder felt that it was 
more credible to create working groups to gather specific expertise in a focused way than to 
have debates in the plenary, which necessarily remained relatively superficial. Concerning the 
proceedings for the creation of a working group, a Commission official pointed out that 
although such working groups could be created very flexibly and ad hoc, this was done in 
accordance with the rules of procedure for the Advisory Group and in an open and transparent 
manner: When the Commission was interested in forming a working group, it circulated 
information to all 36 member organisations of the Advisory Group, asking who would be 
interested in participating. There are rules to send invitations and documents for the working 
groups sufficiently in advance and to take minutes of the meetings. The results of debates at 
the level of working groups are always reported back to the plenary. Currently, working 
groups have been formed in the areas of novel foods, the animal health strategy, hygiene, and 
microbes. As regards topics of a more general nature, such as the debate on the introduction 
of fees for authorisations undertaken by EFSA, it was felt that these should remain in the 
plenary of the Advisory Group.  
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Concerning the debate in the plenary group, a Commission official argued that in order to 
have good debates, it was important to address issues that were sufficiently broad to be of 
common interest to the group. It was also considered important to have senior officials (Heads 
of Unit or Deputy Heads of Unit) present at the meeting in order to have a meaningful debate 
and answer questions raised in the Advisory Group meetings. This view was shared by all 
stakeholders. In this context one stakeholder emphasised that senior officials could more 
easily give information and engage in debates, whereas junior officials would be more 
strongly controlled by the superiors and thus would speak less openly. 

One stakeholder stated that in order to maintain a high quality of the comments made on 
specific subjects, the stakeholder organisation would send more than one person to the 
meetings of the Advisory Group, allowing different persons to speak interchangeably on 
subjects about which they have specific expertise. This is felt as necessary to make an 
informed input on particular subjects and to have people with very good expertise speaking. A 
Commission official confirmed that this interchange of speakers was current practice in 
sessions of the Advisory Group but only used by very few member organisations, namely the 
ones that have the resources to do so.  

Concerning the quality of the debates, some of the stakeholders expressed generally positive 
views, although one stakeholder would like to see the sessions of the Advisory Group to be 
more dynamic. Another stakeholder pointed out that meetings of the Advisory Groupy might 
sometimes be used to draw the attention of the Commission to an issue. This stakeholder 
mentioned the example wherein the stakeholder organisation asked the Commission to take 
into consideration a specific point of feed labelling. As a result, following the meeting of the 
Advisory Group, this stakeholder was asked to comment on the first draft of the impact 
assessment report of the Commission.  

Effectiveness of communication 

Not all stakeholders attached importance to the formalised consultation through the Advisory 
Group. Instead, they stressed the importance of more informal, ad-hoc contacts with officials 
of the Commission. In this vein, one stakeholder stressed that for his organisation, the really 
effective consultation with the Commission would take place on a one-to-one basis in 
individual talks with members of DG SANCO. Such direct contacts were the apex of the work 
for his organisation, which might however be triggered and supported by the more formalised 
debates at the level of the Advisory Group on the basis of a ‘cherry-picking’ approach, i.e. by 
attending only those parts of meetings with a direct relation to the work of his organisation. 
This need for bilateral discussions with the Commisison in addition to the formal meetings of 
the Advisory Group was also emphasised by another stakeholders.  

Asked about the actual impact of comments made by stakeholders through the Advisory 
Group, one stakeholder gave the example of the discussions on the introduction of fees for 
authorisations carried out by EFSA; the position on the Commission appeared first rather 
favourable to the introduction of fees, but after many critical comments had been submitted 
by the stakeholders it shifted to a more negative standpoint. 

3.3 Online consultations 

Online consultations were considered generally useful by all interviewees, especially for 
questions requiring specific technical input. In this context, one Commission official stated 
that whereas for discussions about general policy orientations, a face-to-face meeting would 
be more desirable, online consultations were useful if specific technical details of legislation 
were under debate.  
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Transparency 

All stakeholders stressed though that the success of on-line consultations would depend on the 
manner in which feedback was given. It was felt that, so far, there was a lack of transparency 
with regard to the way in which the comments received had been dealt with. All stakeholders 
felt that it should be made clear who said what and why. One stakeholder stressed that 
feedback should be given in a qualified way, and that in some cases a distorted picture 
emerged when contributions were listed statistically. This interviewee mentioned an example 
where the comment made by a stakeholder organisation, representating many single 
companies, was counted as a single contribution, whereas the single comment of individual 
enterprises were equally counted as one contribution, which in the view of the stakeholder led 
to a misrepresentation of the relative weight of contributions.  

One stakeholder stated that although it was important to see what comes out of a consultation, 
it was also important not to expect too much feedback, especially from general consultation 
procedures with a broad remit. In such cases, it was acknowlegded that the Commission was 
not able to give feedback on every comment and that this would in fact not be very time 
efficient.  

One Commission official recognised the need for good feedback and stated that the 
Commission was very much aware that stakeholders considered such feedback very 
important. However, it was considered very difficult to standardise such feedback and felt 
that, so far, the Commission would try to make a summary table drawing up the different 
comments received. 

Freedom from constraints 

As outlined so far, most interviewees stressed transparency/feedback as their main criticism 
with regard to online consultations. A lack of freedom from constraints was however not 
among the concerns expressed by the interviewees. Most stakeholders underlined that they are 
not able and willing to participate in all online consultations, but that they pick out those of a 
particular interest to their organisation. One stakeholder declared to use online consultations 
to transmit studies that would have been forwarded to EFSA anyway.  

Quality of debates 

With regard to these consultation procedures, one stakeholder criticised that at times it is not 
easy to respond for technical reasons, because of the restricted space given for comments in 
the questionnaires, but also for substantive reasons, because questionaires were not of 
sufficiently good quality. It was felt that too many online consultations were presently 
conducted, and that it would be important to concentrate on the most important questions, 
especially as regards impact assessment.  

Effectiveness of communication 

One Commission official found that online consultations were only useful if stakeholders 
were aware of an ongoing consultation procedure and if a question was asked that was 
relevant to a sufficient number of organisations. Therefore, this person emphasised the need 
to create awareness among the key stakeholders about an ongoing or forthcoming consultation 
procedure, especially by alerting the member organisations of the Advisory Group. 
Stakeholders confirmed that the alerting on forthcoming online consultations was already 
current practice in the Advisory Group. 

One stakeholder was rather sceptical about the actual effect of online consultations, stating 
that these would not make any real difference from his point of view. Such consultations 
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above all made a difference to the Commission, which used them to demonstrate transparency 
and their willingness to consult with stakeholders.  

3.4 Stakeholder Dialogue Group 

One interviewee considered that the Stakeholder Dialogue Group could be used as a reference 
group for involvement procedures also in other areas, and that the recommendations 
elaborated in the Healthy Democracy Process could be extended to other services in the 
Commission. It was considered to be a great achievement that the members of the Group will 
not represent their organisations but act as experts advising on the procedural aspects of 
stakeholder involvement. Therefore, this stakeholder felt that the Dialogue Group was not just 
another group or committee, but something quite new and very valuable. This view was also 
supported by other stakeholders.  

Concerning the possible added value of the Dialogue Group, one Commission official pointed 
out that there was a variety of consultative groups in the remit of DG SANCO beyond food 
safety (in such areas as consumer protection, health and environmental risks, and emerging 
health risks), for which the new group could act as a laboratory for the exchange of 
experiences and the development of new techniques.  

Asked about the full range of proposals listed in the Healthy Democracy summary report, a 
Commission official stated that most of them are already implemented by DG SANCO, at 
least in principle. Although the structure and transparency of consultation were still to be 
improved, it was felt that DG SANCO was far ahead of other Directorates-General with 
regard to the involvement of stakeholders.  

3.5 Stakeholders and Comitology 

Comitology procedures are of particular concern to various stakeholders. One stakeholder 
thus commented that increasingly decisions were taken within comitology which had a direct 
impact on traders, i.e. on bans on imports for products from certain countries. In this context, 
it was viewed problematic that the transparency of the decision-making was often poor and 
that there was no involvement of stakeholders in comitology. One stakeholder stressed that 
for operators linked to contractual obligations, the lack of transparency often created 
difficulties. It was felt that minutes of the meetings of the Standing Committee were often 
published quite late, although they were very short and consisted only of a one-line comment 
for each agenda point. One stakeholder thus recommended that all decisions that directly 
affect operators should be published shortly after they have been taken. He found that the 
Commission should not be afraid of more transparency in comitology.  

3.6 Outlook 

Various interviewees stressed that in comparison to other Directorates-General of the 
Commission, DG SANCO would have a relatively open and inclusive approach to policy-
making and put a strong emphasis on stakeholder consultation. One stakeholder 
recommended to improve the debates between the Commission and stakeholders in the 
Advisory Group by having a much more open and dynamic nature of meetings and the use of 
break-out groups and professional independent facilitators. Meetings would in this view still 
be funded by the Commission but not be chaired by it.  

Asked about ‘participatory fatigue’, some interviewees felt there was the danger of an 
overload with procedures. One stakeholder found that the Commission should reflect on the 
problem of multiplication and overlap of procedures. Another stakeholder too considered this 
a rather big problem, mentioning that some stakeholder organisations faced a lack of staff and 
resources to handle all meetings, leading to a situation where one representative of a 
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stakeholder group may have four meetings on a single day and therefore attend a meeting 
unprepared. Another stakeholder stressed that, above all, it would be very important to know 
what comes out of a consultation, and that therefore an overload with involvement procedures 
should be avoided. One stakeholder considered it not a problem to have many involvement 
procedures as he would pick and choose consultations according to the interest of his 
organisation and also to go in and out of meetings. Another stakeholder observed a kind of 
paradox between the demand of stakeholders for more involvement on the one hand, and their 
difficulties in facing the problem of participatory overload on the other.  

One stakeholder was particularly concerned about asymmetries between stakeholders and 
urged for more funding for smaller NGOs.  

4. Conclusions 

Summing up, the following findings can be concluded from the observations made in this 
case study: 

 Differences between Bottom-up and Top-Down Logics of Involvement at the Stages of 
Assessment and Management: Overall, it appears from this case study that quite 
different styles and cultures of stakeholder consultation are used at the stages of 
assessment and management. The main difference between stakeholder involvement in 
risk assessment and risk management relates to a ‘bottom up’ and a ‘top-down’ logic of 
involvement: Whereas EFSA’s Stakeholder Consultative Platform is considered to be 
very open, quite interactive and truly involving stakeholders in the choice of subjects 
for consultation, the Commission’s Advisory Group is seen mostly as a communication 
and information exercise by the Commission, in which stakeholders have much less 
influence on what is being discussed and where debates are less open. 

 ‘Framing’ as an emerging subject of stakeholder consultation: Some of the more recent 
initiatives of stakeholder involvement clearly address questions discussed under the 
term ‘framing’ in the General Framework. This applies particularly to EFSA’s 
Stakeholder Platform, which concentrates mostly on questions with a more general 
relevance for risk assessment (instead of individual cases), and especially the very 
recent Stakeholder Dialogue Group of DG SANCO. Therefore, these two fora appear as 
a good point of departure for the establishment of increased stakeholder participation 
especially at the stages of framing and assessment. It needs to be pointed out, however, 
that at least so far, the involvement procedures do not address the ‘interface’ between 
assessment and management in a systematic manner.  

 Evaluation: Furthermore, evaluation appears as the step of food safety governance 
where hitherto no stakeholder involvement has been sought in a systematic manner. 
Attempts at involving actors from civil society and the wider public so far have mostly 
included the possibility of submitting comments to opinions of EFSA on genetically 
modified foodstuffs, with no feedback procedure, however, on how comments have 
eventually been taken into account. Generally speaking, evaluation therefore appears as 
the step where the greatest difference exists between the objectives of the General 
Framework concerning the consultation of stakeholders and present procedures of food 
safety governance.  

 Online consultation: Consultations of civil society and the wider public through on-line 
procedures have been increased by both DG SANCO and EFSA in recent years and are 
generally welcomed by most stakeholders. A concern among many of them is, however, 
that these procedures are often too unflexible and provide too little feedback about how 
comments and inputs have been taken into account. Therefore, it is stressed by some of 
them that instead of simply providing more on-line consultations, a priority for the 
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future development of these procedures should be to design consultaions that are 
meaningful and well-tailored towards the actual needs of stakeholders and also give 
some feedback about who responded to a consultation and how the Commission or 
EFSA intend to respond to the comments that were made. Some of the stakeholders use 
the term ‘involvement fatigue’ to characterise their present attitude towards their 
involvement through on-line procedures.  
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Glossary 

Ambiguity – a state of knowledge under which incomplete information or divergent informed 
understandings preclude full confidence in the bounding, partitioning, characterising or 
prioritising of the possible outcomes. 

Assessment – the process of gathering relevant information for the purpose of informing 
decision making concerning the relative merits and drawbacks of a range of different possible 
decision options. 

Certainty – a state of knowledge under which there exists no incertitude. In other words, 
knowledge is judged to be definitive and complete concerning both the nature and the 
eventuation of the outcome in question. 

Concern Assessment – a systematic, scientific process of gathering knowledge about 
individual and group risk perceptions, socio-economic impacts and other specific cognitive 
(rather than value-based) characteristics related to the source of a threat. 

Dose – the magnitude of exposure to a potentially hazardous agent or property. 

Dose-Response Assessment – a step in risk assessment involving the determination of the 
magnitudes of the causal relationships between the dose and the response.  

Exposure – the magnitude, likelihood or frequency of contact between a (human or 
environmental) system of interest and a potentially hazardous agent or process. 

Exposure Assessment – a step in risk assessment involving determination of qualitative 
forms or quantitative magnitudes of possible types of contact between human or 
environmental systems and potentially hazardous agents or processes.  

Flexibility – a property of an individual decision option relating to the degree to which this is 
subject to deliberate intervention in order to effect structural or functional change in the face 
of changing circumstances. 

Hazard – a possible source of harm to human beings or the environment. 

Hazard Characterisation – a stage in risk assessment involving the qualitative and/or 
quantitative evaluation of the possible magnitudes of hazards.  

Hazard Identification – a step in risk assessment involving the determination of biological, 
chemical, and physical agents or properties capable of causing adverse health or 
environmental effects. 

Ignorance – a state of knowledge under which there exists both uncertainty about 
probabilities and ambiguity over possible outcomes. In particular, ignorance involves 
exposure to the possibility of surprise. 

Incertitude – a term used in a precise and specific fashion to refer collectively to real-world 
combinations of states of risk, uncertainty, ambiguity and ignorance.  
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Indeterminacy – a particular set of conditions contributing to a state of ignorance, under 
which relevant causal processes of the phenomena in question are open, dynamic, recursively 
linked to the observer or otherwise incompletely understood. 

Interface Institution – a collective term that refers to the innovative mechanisms allowing 
communication and co-ordination between assessment and management activities 
(specifically the Internet Forum and the Interface Committees). In this regard, the word 
“institution” is used in a broad sense and does not relate to the formal EU institutions of the 
European Parliament, Council, Commission and Court of Justice. 

Interface Committee – a food safety governance committee made up of assessors, managers 
and stakeholders that serves to act as an interface between assessment and management 
governance stages. The two variants of such a committee highlighted in this report are named 
the Interface Advisory Committee and the Interface Steering Committee. 

Stakeholders – the full range of social actors who stand to be affected by decision making or 
who perceive themselves to hold an interest in its outcome. 

Intrinsic property – a quality that is intrinsic to a potentially hazardous agent or process and 
is of relevance in the assessment of the agent, but which is not necessarily of itself in any way 
hazardous. 

Irreversibility – an intrinsic property of a potentially hazardous agent or process or its 
derivatives arising where one or more of the consequences of its use are not readily subject to 
restoration to the state preceding this use. 

Likelihood – the frequency or plausibility of the chance that a defined outcome will in fact 
eventuate. Where this is expressed in quantitative terms, it is a probability. 

Option – a particular possible course of action that may be adopted in decision or policy 
making, either individually or as part of a portfolio.  

Outcome – the consequences of a particular course of action or state of the world.  

Persistence – an intrinsic property of a potentially hazardous agent or process or its 
derivatives arising from the propensity to be retained in the environment in an active form 
over long periods of time. 

Portfolio – a mix of different decision options pursued concurrently. 

Precaution – an approach to assessment and management prompted by the precautionary 
principle, under which deliberate attention is afforded as much to uncertainty, ambiguity and 
ignorance as to the narrower condition of risk.  

Precautionary Assessment – the use of a wide variety of broad-based approaches at the 
earliest stages in an innovation or policy making process, extending beyond conventional 
quantitative, expert-based techniques of risk assessment.  

Precautionary Principle – a legal and policy principle adopted in various forms under many 
national and international instruments, which holds important implications for the conduct of 
assessment and decision making under uncertainty.  
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Presumption of Prevention – the appropriate response to a certainly and unambiguously 
serious threat, in which assessment is bypassed and preventative management measures are 
prioritised. 

Probability – a quantitative expression of the likelihood of some defined outcome in terms of 
a numerical value between 0 and 1, where 0 indicates impossibility and 1 indicates certainty. 

Resilience – a property of a portfolio (or individual decision option) relating to the capability 
of sustaining functional value despite short term episodic shocks arising in the external 
environment. 

Response – the severity and/or frequency of adverse environmental or health effects 
associated with an exposure to a potentially hazardous agent or property. 

Risk – a state of knowledge under which the range of possible outcomes has been well 
characterised and there exists sufficient information confidently to determine the probabilities 
associated with these outcomes.  

Risk Analysis – a term used (especially in the USA) to refer to the entire process of hazard 
identification, risk assessment, risk management and risk communication. 

Risk Assessment – a range of assessment techniques involving systematic characterisation 
of likelihoods and outcomes (usually through the determination of probabilities) in order to 
inform the prioritising of different decision options. 

Risk Characterisation – a step in risk assessment involving the collection and analysis of all 
relevant evidence deemed necessary for informed decision making on the tolerability or 
acceptability of a particular risk. 

Risk Communication – the process of two-way communication with stakeholders and the 
public in order to frame, inform and convey the rationale and outcomes of assessment, 
evaluation and management. 

Evaluation – the application of socio-economic values and norms to judgements over 
tolerability and acceptability, as informed by assessment and as necessary for management. 

Management – a term used to refer to the process informed by assessment of decision 
making and implementation of measures. 

Robustness – a property of a portfolio (or individual decision option) relating to the 
capability of sustaining functional value despite long term enduring change in circumstances. 

Threat  – a term that may be used in a general sense such as to include reference to both 
hazard and risk depending on the context. 

Transparency – a quality and principle of good governance such that the natures of 
motivating reasons and priorities, analytic-deliberative processes and outcomes are readily 
accessible to detailed scrutiny by interested and affected parties. 

Ubiquity – an intrinsic property of a potentially hazardous agent or process or its derivatives 
arising from the quality of being widely distributed in space, across ecological systems, or 
throughout different environmental media. 
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Uncertainty – a state of knowledge under which the range of possible outcomes has been 
well characterised, but there exists insufficient information confidently to determine the 
probabilities associated with these outcomes. 

Vulnerability – a propensity on the part of environmental or human systems, ecological taxa 
or social groups of being exposed to possible harm from a potentially hazardous agent or 
process. 
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