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Summary of options: 
 
• The Commission could articulate more clearly the overall set of policy objectives which the proposed 

institutional and legal reforms are intended to help attain, and could set out some key priorities for the 
reformed institutions.  

 
• The Commission could be asked to resolve the systematic ambiguity in the White Paper on the crucial 

question of what kinds of advice the EFA will be expected to provide.  Will it be scientific advice or 
policy advice or both? 

 
• The Commission should clarify its understanding of the links between the risk managers in DG 

SANCO and the risk assessors in the EFA. How can they be close without being too collusive?    
 
• The Commission also needs to clarify how the independence of the EFA from undue political or 

commercial interference can be ensured. This will be crucial to its identity and function. 
 
• Consideration could be given to clarifying the role of the EFA in risk communication.  In so far as risk 

communication is part of risk management, would the EFA have to go beyond its scientific remit to 
communicate DG SANCO’s risk  management decisions, or should the EFA only communicate its own 
assessments of risks? 

 
• Consideration might be given to clarifying the extent to which the EFA will be expected to perform a 

proactive rather than reactive role. 
 
• Consideration should be given to imposing a formal obligation on DG SANCO to respond to advice 

received from the EFA within a set and reasonable period. 
 
• Consideration should be given to ensuring that all scientific evidence, data and submissions provided 

to, and gathered by, the EFA should be in the public domain and readily available for external scrutiny. 
 
• If the European Food Authority, and a re-organised DG SANCO, are to gain and retain the confidence 

of European consumers, clear lines of accountability for both institutions will need to be established, and 
the mechanisms through which accountability will be implemented will need to be established.    

 
• Should the EFA be accountable just to DG SANCO, or should it also be accountable to the Member 

States and to the European Parliament?   
 
• Should the EFA and all its expert advisors all be entirely free of commercial and vested interests? Or 

is it appropriate merely that any such interests should be declared?  If the latter, to whom should they be 
declared and in which form?  

 
• The Commission could publish at the earliest convenience a detailed account of the management 

structure for the EFA. This should make clear the lines of accountability both internally and externally.  
 
• A priority for the Commission is to estimate the cost of the proper discharge of the roles and 

responsibilities envisaged for the EFA. In particular, the costs of having a proper research function could 
be specified. 

 
• The EFA could be located in Brussels unless very good reasons as to why not are given. 
 
• The relationship between a European Food Authority on the one hand and the National Competent 

Authorities of the Member States on the other needs to be urgently clarified.   
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• Will the EFA operate simply as a co-ordinator and network manager, or will it become the ‘first 

among equals’? 
 
• The Commission / EFA should ensure that EU food policies are conducive to consumers being able to 

eat a diet which enhances health. Policies at the EU level need to work in harmony with national health 
promotion policies. The EFA could play a positive part in creating this common direction, linking 
nutrition and food safety.  

 
• The Commission should consider where a proposed Standing Committee on Nutrition should be 

based. For management purposes, if it is based in Public Health section of DG SANCO, while being 
answerable to the Council of Ministers as are all Standing Committees, how will it relate to the EFA? 

 
• A key nutrition function for the Commission / EFA could be to monitor the impact of EU policies on 

food-related health. 
 
• The Commission could work with existing NCAs to agree a common strategy for improving and 

monitoring local food control systems.  
 
• The EFA could work with other transnational institutions such as the World Health Organisation 

European Region to provide a useful liaison point between the local, national and region and to 
encourage the sharing of ‘best practice’ between local food control officers across Europe. 

 
• The relationships between the EFA and the Commission’s Food and Veterinary Office (FVO) could 

be clarified.  There may be scope for either extending the FVO’s remit to cover all kinds of foodstuffs, 
and not merely those of animal origin, or creating an analogous body monitoring enforcement of 
regulations on plant-derived foodstuffs. 

 
• Considerations could be given to giving the EFA a role in setting the agenda of the FVO and its 

analogues, and ensuring that the EFA is always fully informed about the findings of the FVO, and any 
analogous bodies. 

 
• The EFA will require a proper research function, budget and capability. Considerations could be 

given to estimating what will be required, and how it could best be provided.  
 
• The EFA might either build up its own research institution(s) or create a research programme through 

contracts with existing national or international facilities. 
 
• The Commission should clarify how best to modernise the Rapid Alert System, drawing upon the best 

practice of Member States and of international bodies.  It should then clarify the extent to which an EFA 
could or should be involved in the risk management and risk communication aspects of the operation of 
that rapid alert system. 

 
• Experience within the EU among Member States as well as food authorities and agencies elsewhere 

could be drawn upon to develop a realistic account of the role of scientific considerations and of the best 
use of experts in the policy-making process.  

 
• The Commission could clarify the demarcation of roles and responsibilities between the EFA, 

Member State NCAs and other regional and local authorities.   
 
• The Commission / EFA could work with the International Organization for Standardisation (ISO) and 

the Commission’s own team which has revised the EU Eco Management Audit Scheme (EMAS). The 
Commission / EFA could develop standards for food quality systems to improve performance, using 
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common performance indicators. This would be modelled on the best international practice, embodied in 
theISO9000/14001/14031 series of standards, together with the consultative systems embodied in 
EMAS, and set new standards for the food sector. 

 
• The goal of the new EU food quality system standards should be to encourage performance indicators 

at company level which are linked to indicators set and monitored by the EFA. In turn, the EFA could be 
set clear performance indicators to monitor the reported incidence of microbiological food poisoning, 
levels of chemical contamination, improvements in the incidence of nutrition-related diseases and other 
sources of diet-related ill-health.  

 
• DG SANCO could undertake the above processes in collaboration with the European Parliament’s 

Committee on Environment, Public Health and Consumer Policy and representatives of Member States’ 
NCAs. 

 
• Such EU performance indicators could in turn be applicable to Member States’ own NCAs as well as 

to the EFA and DG SANCO. 
 
• The EFA could operate under a principle of including formally designated consumer bodies into the 

EFA management structure. These representatives could in turn be accountable to wider consumer 
constituencies. 

 
• The EFA could draw upon best practice in Member States for example by excluding non-consumer 

interests from its top decision-making level and broaden the notion of consumer to include ‘public 
interest’ or ‘citizens’ groups.  

 
• The Commission could create a wider role and remit for the proposed Advisory Committee on Food 

Safety and should ensure that it does not just focus on safety but wider public health aspects of food as 
well. The committee could retain the older name of Advisory Committee on Food to allow equal 
emphasis on microbiological and nutritional aspects of food safety. 

 
• The Commission should draw on the practices and experiences of Member States to generate options 

for stakeholder consultation and/or participation. 
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Glossary 
ADI   Acceptable Daily Intake 
AFFSA  Agence Francaise de la Sécurité Sanitaire des Aliments  
BEUC   Bureau Européen des Unions de Consommateur  
Bgvv Bundesinstitut für gesundheitslichen Verbraucherschutz und Veterinärmedizin  
BSE   Bovine Spongiform Encephalopathy 
CEC   Commission of the European Community 
CEG    Consumers in Europe Group  
CHD   Coronary Heart Disease 
CIAA   Confédération des Industries Agro-Alimentaires de l’UE   
CJD   Creutzfeld-Jakob Disease 
CVD   Cardiovascular disease 
DBES    Date-Based Export Schemes 
DG SANCO Directorate-General of CEC responsible for health (Santé) and Consumers 

(Consommateurs)  
EFA    European Food Authority 
EMAS   Eco Management Audit Scheme 
EU   European Union 
FAO    Food and Agriculture Organisation 
FSA   Food Standards Agency (UK) 
FSAI   Food Safety Authority of Ireland  
FVO   Food & Veterinary Office  
GATT    General Agreement on Tariff and Trade 
GEMS   Global Environmental Monitoring System 
GM   Genetically Modified 
HFA    Hellenic Food Authority - EFET 
ISO   International Standards Organisation (also known as IOS) 
JECFA   Joint Expert Committee on Food Additives  
JRC   Joint Research Centre of the European Commission 
JMPR   Joint Meeting on Pesticide Residues  
MRL   Maximum Residue Limit 
MS   Member State (of EU) 
NCA   National Competent Authority 
NGO   Non-Governmental Organisation 
PrPSc   prion protein (the prion believed to be responsible for BSE) 
SPS Sanitary and Phytosanitary Standards (of GATT) 
STOA Science & Technology Options Assessment (of the European Parliament) 
TBT Technical Barriers to Trade (a GATT agreement) 
TDI    Tolerable Daily Intake 
TEQ  Toxic Equivalent (of all dioxins measured against the toxicity of the most toxic 2,3,7,8-

TCDD) 
TSE   Transmissible Spongiform Encephalopathy  
vCJD   (new) variant Creutzfeld Jakob Disease 
VTEC   verocytotoxigenic E.Coli 
WHO    World Health Organisation  
WTO    World Trade Organisation 
2,3,7,8-TCDD  2,3,7,8-tetrachlorodibenzo-p-dioxin 
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PART ONE  INTRODUCTION AND OVERVIEW OF OPTIONS 
 
Abstract 
 
 
This Report is written for the European Parliament - Science and Technology Options 
Assessment (STOA) as a response to the Commission’s 2000 Food Safety White Paper. The 
White Paper made a series of major proposals, including a plan to set up a new European Food 
Authority (EFA). This STOA report analyses the background and technical arguments in the 
White Paper.  
 
A review is conducted of key issues in food-related public health, which the EFA will have to 
address. These include diet-related nutritional diseases, food poisoning, food quality and 
adulteration issues, chemical contamination, and problems raised by some new foods and 
processes.   
 
Developments in the role of science and technological information in policy-making on food and 
health matters are reviewed. In particular, the relationship between risk assessment, management 
and communication is explored. The proposed division of responsibilities between EFA and DG 
SANCO over those functions are judged to be inconsistent and may be unrealistic. A number of 
managerial issues need more attention, particularly enforcement, monitoring, data collection, 
lines of responsibility, and performance indicators.  The EFA needs to have clear guidance as to 
how to manage uncertainty and conflicts of interest, and how and when (and by whom) a 
precautionary approach should be exercised. 
 
The report highlights a problem in levels of food governance. Relations between the EFA and 
DG SANCO, Member States and local authorities, and global bodies all need better liaison and 
terms of reference. A clear management structure is needed.  A proposal is made for setting 
performance indicators and to ensure stakeholder consultation.  The relationship between the 
EFA and the Food and Veterinary Office is discussed, as is the core challenge of how to link 
nutrition and food safety to give a consumer-friendly public health policy for Europe. 
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Executive Summary 
 
There is widespread good will towards the Commission’s initiatives and White Paper proposal 
to create a European Food Authority (EFA).  There is also concern, however, that the proposals 
are neither yet sufficiently clear nor consistent or wholly realistic. This report explores a number 
of technical areas underlying the Commission’s proposals.  Drawing upon research conducted 
for this report, it provides a critical analysis of the proposals for the EFA and outlines options 
for the future. There is an overview of the issues (chapter 1) and more detailed exploration 
(chapters 2-6). The report argues that: 
 
1.There is a need to be clear, consistent and realistic on the relation between science and policy-
making.  The White Paper is internally inconsistent and is not an accurate representation of how 
policy is made or could be made.  
 
2. The relationship between risk assessment, management and communication needs 
considerable clarification. The division of responsibilities between EFA and DG SANCO over 
those functions is also inconsistent and may be unrealistic. 
 
3. The focus on risk assessment/management/communication is incomplete because it fails 
adequately to acknowledge the importance of enforcement and monitoring. The current 
enforcement systems in the EU and Member States are not working either uniformly or always 
adequately. There is no point setting regulations without ensuring that they are properly 
enforced. This should be an immediate focus for EC / EFA consideration. 
 
4. There is great scope for harmonising and improving data collection and reporting.  Vital data, 
which could be better managed, include: bacterial contamination, chemical contamination, 
quality and adulteration, diet and nutrition, labelling and enforcement. 
 
5. Scientific risk assessment is invariably framed by a set of prior assumptions.  If the EFA is to 
conduct scientific risk assessments, it should be provided with a clear set of framing 
assumptions. These should cover overall policy goals, the importance of acknowledging 
uncertainty and how the Commission / EFA should award the benefit of the doubt in favour of 
the public health. There should be clear guidelines on how to handle conflicts of interest and 
how and when (and by whom) a precautionary approach should be exercised. 
 
6. There is a need for clarification on how the EFA / DG SANCO will relate to Member States 
and their national, regional (i.e. sub-national) and local competent authorities, on the one hand, 
and global bodies such as the Codex Alimentarius Commission, the World Health Organisation 
and the World Trade Organisation, on the other hand. This issue of ‘levels of governance’ is 
inadequately treated yet is central to good practice.  
 
7. While the White Paper acknowledges the importance of openness and accountability, the 
Commission over-estimates the extent to which the current régime is already open and 
accountable. All data and evidence pertaining to food safety and nutrition, which are available to 
or used by the EFA and/or the Commission, should be in the public domain.  This should not be 
only at the discretion of the provider of that information, which is the current situation.   
 
8. The Commission and European Parliament should consider whether the EFA and all its expert 



 12  

advisors should be entirely free of commercial and vested interests. It needs to be clarified as to 
whether it is appropriate merely to declare any such interests. If the latter, to whom should such 
statements be declared and in which form? 
 
9. Given that risk communication is a key element in risk management rather than in risk 
assessment, it is not clear why the Commission expects the EFA to communicate policy 
decisions for which DG SANCO rather than the EFA will be responsible. This relationship is 
unclear and may be unworkable. 
 
10. Clear performance indicators are needed for both DG SANCO and the EFA.  Clarity is 
needed about which institution(s) is to be responsible for setting those indicators, what they are 
and how oversight will be exercised.  
 
11. The Commission should publish at the earliest convenience a detailed account of the 
management structure for the EFA. This should make clear the lines of accountability, both 
internally and externally. 
 
12. A priority for the Commission will be to estimate the cost of the proper discharge of the 
roles and responsibilities envisaged for the EFA. In particular, the costs of having a proper 
research function could be specified. 
 
13. The EFA should be Brussels-based, unless very good reasons as to why not are given. 
 
14. The EFA could include representatives of formally designated consumer bodies within its 
management structure. The Commission should draw on the practices and experiences of 
Member States to generate options for stakeholder consultation and/or participation. 

 
15. The relationships between the EFA and the Commission’s Food and Veterinary Office 
(FVO) could be clarified.  There may be scope either for extending the FVO’s remit to cover all 
kinds of foodstuffs and not merely those of animal origin, or for creating an analogous body 
monitoring enforcement of regulations on plant-derived foodstuffs. 
 
16. The Commission / EFA should ensure that EU food policies are conducive to consumers 
being able to eat a diet which enhances health. Policies at the EU level need to work in harmony 
with national health promotion policies. The EFA could play a positive part in creating this 
common direction, linking nutrition and food safety. 
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Introduction 
 
The main objective of the present report is to provide the European Parliament - Science and 
Technology Options Assessment (STOA) with the background factual information on what is 
known about matters of concern regarding food safety, quality, standards and public health, 
together with an analysis of the European Commission’s proposals for responding to them. 
 
In order to respond to this assignment, we developed our report in four parts.  
 
Chapter 1 is more detailed than the executive summary and provides an overview of the policy, 
technical and institutional / structural challenges addressed by the Commission’s Food Safety 
White Paper. The chapter provides a resumé of the options facing the Commission. The chapter 
is written as a self-contained mini-report. 
 
Chapters 2, 3, 4 and 5 explore the technical and policy aspects of current and future food safety 
and standards risks and the process of managing them. 
 
Chapter 2 covers the technical aspect of current and future risks in nutrition, bacterial 
contamination, chemical contamination and other sources such as novel diseases and foods. It 
explores the issue of scientific uncertainty. 
 
Chapter 3 is an account of the social scientific aspects of food safety and nutritional policy-
making. 
 
Chapter 4 reviews current and proposed institutional arrangements for food safety and standards. 
A commentary on the European Commission’ s proposals and prospects for the EFA is 
presented. 
 
Chapter 5 reviews some key features of the international context of food standards and safety.  
 
Chapter 6 provides some concluding remarks and suggests the need for some clarification of 
priorities by the Commission.  
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Chapter 1 OVERVIEW  
 
 
1.1 The Purpose and Methods of this Report 
 
The brief given to the authors of this report was to provide an assessment and analysis of issues 
of concern to European Parliamentarians regarding food safety, quality, standards and public 
health policy-making, and to provide an analysis of the Commission’s proposals in the White 
Paper on Food Safety.1 
 
The report has used four main investigative approaches. First, there was a ‘scoping’ exercise 
conducted by the researchers with STOA staff and representatives from the European 
Parliament, and subsequently within the research team. That stage concluded that the report 
should concentrate upon four areas requiring technical clarification (see below). Secondly, 
approximately 20 interviews were conducted with people working for and in Member States 
(MSs), sub-regional bodies and in the European Commission. They are all professionally 
engaged in work in a variety of areas, and have diverse backgrounds but they all have expertise 
in key aspects of food control, food management, food science and policy-making. Thirdly, a 
literature review was conducted of the areas selected for technical review. Fourthly, a 
questionnaire was developed and distributed so as to gather information from selected key 
professionals as how issues of food safety and standards are managed in their country or 
authority.  The questionnaire also solicited their responses to key elements of the Commission’s 
White Paper proposals.  The Questionnaire is reproduced in Annex 1.  This questionnaire was 
sent by email with a covering letter requesting the information to national competent authorities 
in each Member State of the EU, and to representatives of consumer and trade organisations. 
Completed questionnaires were used to inform the writing of the report and to assess the 
variability of Member State food standards régimes.   
 
 
1.2 The policy background 
 
The White Paper on Food Safety is an important document for at least two reasons. Firstly, it is a 
significant response by the European Commission to a crisis in public confidence about food 
quality, standards and safety. Secondly, it is important as an indication of the Commission’s 
thinking for the future. This document provides evidence for, and a commentary on, the first 
attribute and outlines options in relation to the second. 
 
The White Paper is the outcome of a long political crisis. For many years the Commission has 
been juggling the competing demands of trade liberalisation within the EU – the commitment to 
the Single Market made in the mid 1980s – and the need to improve food quality and safety in 
response to concerns about public health and public confidence. The White Paper is a product of 
the development of thinking first set out in the 1997 Green Paper on general principles of food 
law.2  The process came to a head in March 1996 with the reported transfer of the animal disease 
Bovine Spongiform Encephalopathy (BSE) to humans, generating the new variant Creutzfeld-
Jakob Disease (vCJD).   
 
The significance of that series of events has been much discussed. Following the publication of a 
critical report from the European Parliament on the Commission’s policy-making over BSE, 3 
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the Commission has been under external pressure to transform – and be seen to transform – how 
food safety policy-making is managed. In 1997, a Green Paper on Food Safety was produced by 
the Commission.4  This led, among other things, to the reform of the scientific advisory system, 
moving the management to DG XXIV, now renamed DG SANCO. The crisis even went to the 
heart of agricultural policy. Commission President Jacques Santer’s speech to the Parliament in 
response to the Parliament’s BSE report suggested that the EU’s crisis was, in part, due to an 
assumption that the EC’s role has been to support production above all other interests.5 He 
acknowledged that undue priority had been given to support for farming and the food industry.  
 
Many of the issues discussed in this document stem from this tussle over the fundamentals of the 
EU’s policy framework. There is a growing recognition that the scientific and technological 
aspects of food policy discussed below must be understood in terms of their implications for 
public health and the public interest, rather than just in terms of their economic or industrial 
implications. Rather than just ask ‘will this work?’, the questions asked are now also ‘what 
impact will this have on public health and confidence?’.  The White Paper proposes that food 
safety should become the Community’s overall guiding principles in relation to all Community 
food law. 
 
Most public attention in the debate following publication of the White Paper on Food Safety has 
been on the proposal to set up a new European Food Authority. The Commission’s proposals for 
institutional reform are very important.  But it is almost self-evident that institutional reform is 
not the same as policy change. It might be reasonably argued that to change institutions without 
re-directing policies could be a recipe for continued difficulty.6  The White Paper sets out 83 
proposals but sets out little by way of an overall strategic framework against which those 
proposals might be evaluated.  
 

The Commission could articulate more clearly the overall set of policy objectives 
which the proposed institutional and legal reforms are intended to help attain, and 
could set out some key priorities for the reformed institutions.  

 
 
1.3 The technical challenges 
 
There is considerable scientific evidence for concern about food safety and standards.  This 
report reviews four main areas of public health concern. These are: nutrition, food poisoning, 
food quality and contamination, and problems associated with new technologies and processes. 
A key driver of these concerns is their trade sensitivity. In the case of beef hormones, this has 
been the source of considerable political fall-out, particularly between the EU and the USA.  
Over recombinant Bovine Somatotrophin (BST), there has been tension but not such a deep fall-
out. 
 
 
Nutrition 
 
Although issues of food safety have dominated media and public considerations for the last 
decade and a half, nutritional problems account for the most quantitatively significant causes of 
food-related ill-health.  It is increasingly recognised that unhealthy diets - particularly diets that 
are high in saturated fat and sodium and low in complex carbohydrate, vitamins and minerals - 
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contribute to high rates of cardiovascular disease (CVD).   It has been estimated that a third of 
premature deaths from CVD in Europe are due to unhealthy diets. Obesity is rising rapidly in the 
EU, following a worrying lead from the USA. Cancer accounts for 29% of deaths of all males 
and 22% of all females.  Within this overall pattern, there are considerable socio-economic and 
national variations.  Most significantly, there are differences in levels of consumption of 
‘protective’ foods such as fruit and vegetables.  The EU’s goals with regard to nutrition require 
considerable clarification. The French Presidency (July-December 2000) has indicated that it 
will be engendering a new emphasis on nutrition within public policy.  
 
This report concludes that there is patchy and often poor collection of data across the EU, which 
the Commission might be able to help improve. Although some strides have been made, there is 
considerable room for improvement.  
 

Clarification of the EU’s nutritional policy objectives and the preferred policy 
instruments would be helpful. Is the objective to prolong life as much as possible, or 
is it to maximise quality-adjusted life expectancy? Is the focus simply on individuals 
or does it take a population approach (which most public health specialists 
advocate) taking equity and resources into account? How can nutritional policy 
address ‘externalities’ such as varieties in cultural heritage, the protection of the 
environment, and macroeconomic considerations?  Given clearer policy objectives, 
the Commission and the EFA might be better placed to develop a strategy for 
improved nutritional surveillance and scientific research  

 
 
Bacterial contamination 
 
As with nutrition, data collection on micro-biological contamination across the EU is uneven, 
incomplete and inconsistent. Studies suggest that there are serious grounds for concern within 
the EU about the incidence of food-borne campylobacter, salmonella, listeria, E Coli 0157. 
There are, however, currently no accurate, comprehensive, reliable data on the overall incidence 
and distribution of either the bacterial contamination of food or bacterial food poisoning in the 
EU. The World Health Organisation Regional Office for Europe is currently re-launching its 
data collection systems, GEMS (Global Environmental Monitoring System).7  
 

The EU could consider the option of harmonising its data collection with, and possibly 
through, the WHO Regional Office for Europe.   

 
There is good evidence of under-reporting of food contamination but there is little consistency. 
Studies have found a wide range of variation in under-reporting, ranging from a ratio of 1 
reported case to 136 unreported cases, to 1 reported case for every 3.2 cases in real life.  Despite 
this wide range, there is agreement that there is an unnecessarily high level of contamination in 
foods.  
 

The EU could give higher priority to further improvements in harmonisation of 
bacterial contamination data.  Gathering more useful data could then inform a 
programme to improve the micro-biological status of the EU’s food supply, and 
diminish the incidence of food poisoning. 
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Chemical Contamination 
 
The study reviews data on additives, pesticides, dioxins and veterinary medicines and concludes 
that these subjects are still bound by uncertainties over toxicological and public health impacts. 
Although receiving less public scrutiny than the higher profile bacterial contamination, public 
agencies exhibit a welcome interest in, and monitoring of, the relevance of chemical 
contamination to public. 
 
The available evidence does, however, suggest that European regulators have been adopting a 
less than wholeheartedly precautionary approach to controlling the risks which chemical 
contaminants might pose to public health.  Scientific uncertainties are not always being 
acknowledged nor responded to in clear and consistent ways, and the benefit of the doubt have 
not always been awarded in favour of consumer protection, and the absence of clear evidence of 
risk is sometimes being represented as if it provided clear evidence of the absence of risk.    
 
When scientists are in broad agreement about contamination, (un)desirable levels of exposure 
and the scope and limits of available scientific knowledge, then policy-making can be relatively 
straightforward. The problems for policy-makers, as the cases reviewed in this report suggest, 
arise most acutely when there is inadequate evidence and/or conflicting analyses and 
interpretations of the available evidence. 
 

The EU could consider harmonising and improving its data collection on the 
chemical contamination of foodstuffs, and that would assist the Commission and 
the EFA to develop an effective strategy for diminishing the chemical 
contamination of food, and modernising their approach to risk assessment and risk 
management. 
 
The Commission and the Parliament, perhaps in collaboration with representatives 
of Member States, might wish to consider providing the proposed European Food 
Authority with clear guidelines on how to respond to, and to manage and try to 
diminish, scientific uncertainties, and how the benefit of the doubt should be 
awarded. 

 
 
Problems from new technologies or processes 
 
The food and agricultural sectors, and their up-stream suppliers, have been characterised by high 
rates of innovation and have been the source of a wide range of new products, processes and 
systems of distribution.  It can reasonably be argued that the last half century introduced more 
changes in diets, and in how food is produced and distributed, than in all human history since 
settled agriculture began around ten millennia ago. Those developments in the production and 
processing of food have brought undoubted advantages in some spheres but there is evidence of 
a significant downside too. The epidemiological evidence on the impact of changing diets, as we 
have seen above, suggests that while food gives European the means for life and pleasure, it also 
is a key factor in the aetiology of the main preventable causes of premature death within the 
EU.8  
 
The Commission, together with Member States, and indeed all governments world-wide, are 
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now increasingly facing the difficulties of making policy on food with variable levels of 
scientific understanding. Decisions about products and processes can be made which 
subsequently have less than desirable outcomes. In response to this uncertainty, the EU has 
begun to extend the use of the Precautionary Principle from environmental matters to food. A 
Communication has recently been produced which states that “[j]udging what is an ‘acceptable’ 
level of risk for society is an eminently political responsibility.” 9  The European Food Authority 
will undoubtedly have to grapple with, operationalise and take into account the consequences of 
that Principle.  The Commission’s White Paper indicates that a precautionary approach should 
be utilised on issues of food safety and quality, but it has not clarified whether the responsibility 
for exercising precaution should lie with the EFA or with DG SANCO, or with both.  The 
relevance of precaution is not, however, confined to policy-making in relation to novel food 
products and processes; it is equally relevant to the regulation of familiar products and 
processes.   
 

The Commission’s White Paper on Food Safety does not adequately explain how 
policy-makers should juxtapose the possible risks from technological innovations to 
their anticipated benefits, and whether that juxtaposition should be the 
responsibility of an EFA or of DG SANCO, or both. 

 
The Commission’s White Paper on Food Safety does not adequately explain 
whether the exercise of precaution will be the responsibility of the EFA or DG 
SANCO, or both. 

 
 
 
1.4 The decision-making challenges 
 
This report suggests that the European Commission’s White Paper does not employ a consistent 
model of the role of scientific advice in the policy-making process. The report identifies three 
historically-derived models of the role of science in policy-making and risk communication. 
These are termed the ‘classical’, the ‘modern’ and the ‘emerging’ models.  It explores the extent 
to which those various models are invoked or presumed in the Commission’s White Paper, and 
discusses their empirical adequacy as representations of the realities of policy-making. 
 
Within the ‘classical’ tradition, regulatory policy-making for the protection of consumers and 
public health has been officially represented as based upon the notion that there is ‘sound 
science’ and that robust policy conclusions can be directly derived from science.  The classical 
model assumes that science operates in a social, political, cultural and economic vacuum, and 
that it provides a sufficient basis for policy decision-making.  The role of science is to inform 
policy-making, which in turn provides the content of risk communication to the public. The flow 
is ‘top down’ from experts to politicians to the general public. Many policy makers and 
scientists in both Member States and the Commission ostensibly adopt this model.  However, 
this model is widely understood as misrepresenting real decision-making processes.  
 
The characteristic features of the ‘modern’ model are that it too assumes, in effect, that science 
operates in a social, political, cultural and economic vacuum.  Nonetheless this model accepts 
that science alone does not provide a sufficient basis for policy decision-making. Rather, once 
scientific advice and judgements have been made social, economic, cultural and evaluative 
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considerations are necessarily seen as providing a down-stream evaluative contribution to policy 
decision-making. The model assumes a clear division of labour between the scientific 
community, which is supposed to assess risks in a socially and ethically neutral way, and policy 
makers who weigh up the risks and juxtapose them to the anticipated or presumed benefits.  The 
role of science here is to provide neutral and objective risk assessments while policy makers take 
responsibility for evaluations and for managing and controlling the risks. 
 
The most up-to-date so-called ‘emerging’ model presumes that non-scientific considerations 
also play a distinctive upstream role by providing the prior framing assumptions shaping how 
risk assessments are conducted and constructed. The characteristic features of this model are that 
it assumes that science always operates within a specific social, political, cultural and economic 
context, and that risk assessments always involve the analysis of selected scientific information 
within a prior set of non-scientific considerations.  Furthermore, once expert scientific risk 
assessors have reached conclusions about the existence of a risk, its probability and severity, and 
acknowledged the scientific uncertainties with which they have had to grapple, it assumes 
policy-makers need to make a further set of specific down-stream evaluative judgements to 
decide how the conclusions of the risk assessment will influence policy decisions.  On this 
model, scientific considerations are located within two sets of non-scientific considerations, 
which may in turn be coupled together. Up-stream framing assumptions are concerned, for 
example, with issues such as: the overall goals of policy-making, which risks are deemed to be 
significant, which kinds of evidence are deemed to be relevant, and how the evidence is to be 
evaluated. By contrast, down-stream evaluations might be concerned with, for example: the 
economic costs of risk reduction, or the civil liberties implications of imposing restrictions on 
the actions of individuals or corporations, or the relative suitability of different policy 
instruments.  
 
On both the modern and the emerging models, knowing the likelihood and seriousness of the 
risks, is never sufficient to determine policy.  Policy decisions typically require making 
judgements about the kinds of risks, and levels of risks and uncertainty, which are 
acceptable in exchange for various presumed or anticipated benefits. Many people are 
prepared to accept a marginal increased future risk of succumbing to cancer as a result of taking 
an antibiotic drug which could effectively prevent imminent death from a bacterial infection, yet 
would judge a similar risk unacceptable if it arose from the use of a cosmetic ingredient such as 
an artificially colour the benefits of which are far less tangible.  
  
The White Paper represents an important shift from the classical model to the modern model but 
does not yet grapple with the implications of the emerging model. Yet there is a growing 
recognition in the Commission, amongst the membership of the Commission’s expert advisory 
committees, and within the Member States that the emerging model provides a more adequate 
representation of the reality of policy-making than either of its predecessors. 
 

The European Commission could usefully clarify: 
1. Which models of policy-making most accurately represent the ways in which 
food safety and nutrition policies have been made in EU Member States and by the 
European Commission. 
2. How those ways of policy-making may be changing.  
3. Which model is (or which models are) presupposed or intended by the 
Commission’s White Paper proposals for a European Food. 
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1.5 The institutional challenges 
 
Policy-making is further complicated by the range of different institutional levels at which 
decisions are being made.   European policy-making institutions such as an EFA will need to 
work in close collaboration with the National Competent Authorities in the Member States, and 
in some contexts with devolved regional and local bodies. Within the EU, and in accordance 
with the principle of subsidiarity, there has been a tradition of delegating policy and 
implementation to the most appropriate level.  
 
On the other hand, since the conclusions of the 1994 General Agreement on Tariffs and Trade 
(GATT), the EU and its Member States have been learning to operate in an increasingly 
globalised world with international standards being set out by organisations such as the 
International Office of Epizootics and Codex Alimentarius Commission.10  Members of the 
World Trade Organisation are required, other things being equal, to operate with Codex 
regulatory standards except if they have sufficient scientific evidence of an unacceptable risk.  
The disputes between the EU and the USA over beef hormones and rBST indicate, however,  
that there is no consensus about how the phrase ‘sufficient scientific evidence’ is to be 
interpreted. 

  
The Commission’s proposals are an important step forward but they would benefit 
from clarification, in particular on the issue of the relationship between the EFA 
and Member States and their National and Local Competent Authorities on the one 
hand and global bodies on the other.  

 
 
Variations amongst Member States 
 
In about half of the EU’s Member States, there are now relatively autonomous food agencies or 
similar bodies. Some are long established such as those in Sweden and Denmark, although the 
location of the Danish agency has shifted twice.  Initially it was accountable to the Ministry of 
Environment but then shifted to the Ministry of Health and now it is accountable through a 
reformed Food Ministry. Others are new but based on older bodies such as Germany’s Bgvv. 
Others are very new, such as those in Greece, France, Ireland and the UK.  
 
 
Intra national variations 
 
While this variation amongst Member States has evolved, another dimension is very important 
but hardly mentioned in the White Paper. Many Member States, for example, have strong 
traditions of local food control, and some Member States have recently devolved food-related 
powers to sub-national bodies.  Spain and the UK, for instance, both have elements of food 
control at the sub-national (state level e.g. Basque, Castilla-La Mancha). The new Food 
Standards Agency of the UK, for instance, has a complex structure of being both a UK body 
while devolving some powers to Scotland, Wales and Northern Ireland. In certain respects the 
UK is adopting a federalist approach to food policy-making. 
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The links envisaged in the White Paper between the EFA and DG SANCO, Member States, 
regional and local bodies and the global bodies are inadequately specified and invite contrary 
interpretations.  There is considerable scope for clarification of the Commission’s proposals in 
these respects. 
 

Whichever institutional structures are envisaged, it would be desirable if there were a more 
systematic attempt to grapple with the relationships amongst the FOUR levels of food risk 
management: local/sub-national, national, regional and global. Co-ordination of functions 
between these levels is increasingly complex but crucial. By proposing a new regional EFA, 
the Commission is adding to an already complex picture.  It will only be possible to judge 
the value which an EFA would add to food policy-making when the links between the EFA 
are the rest of the structure has been clearly specified   

 
 
Science and transparency 
 
The Commission’s expert advisory systems have been relatively secretive and unaccountable 
and they have come under increasing strain, not least from the burden on unremunerated time 
they impose on members. 
 
Typically when expert advisory committees are asked by the Commission to assess a specific 
type of risk, they are provided with a clear account of the policy context in which the issue 
arises.  When, however, those committees report their assessments of the risks they are normally 
expected to provide a scientistic report that makes no reference to the underlying policy 
questions.  Members of those committees are increasingly indicating that they would prefer 
more transparent arrangements so that the relationships between policy and science were 
acknowledged rather than concealed. 
 
The arrangements under which the Commission’s expert scientific advisory committees have 
been operating have not been transparent in other respects.  The committees have regularly 
accepted unpublished scientific and technical information on a confidential basis, and have 
agreed that those data should remain outside the public domain except if the companies 
concerned choose to publish or otherwise disclose their data.  Similar practices have been, and 
remain, widespread amongst the majority of EU Member States. 
The White Paper, and comments from the European Commission, have suggested that scientific 
secrecy has been a problem, but is so no longer. That is, however, an oversimplification.   
 
For the purposes of this project, a recent report of a Scientific Committee was selected, and 
several unpublished scientific references were chosen at random, and a request for a copy of the 
evidence was then sent to DG SANCO.  The Commission explained that it was not at liberty to 
disclose those data, and that they had been accepted on a basis of confidentiality, and if they 
were to be obtained, it would have to be from the commercial sponsors, and entirely at the 
discretion of those commercial organisations104.  Those arrangements fall considerably short of 
what might count as genuine transparency. 
 

Consideration should be given to ensuring that all scientific evidence, data and 
submissions provided to, and gathered by, the EFA should be in the public domain 
and readily available for external scrutiny. 
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Transparency of the scientific advisory system has, in another respect, recently improved.  All 
expert scientific food policy advisors to DG SANCO have, since the autumn of 1999, been 
required to provide declarations of the existence, but not the size, of their commercial interests.  
Since the Spring of 2000, EU citizens have been able to obtain copies of those declarations from 
the Commission, but even those are incomplete because the details on those experts can be 
withheld if that is what the experts request. 
 

There is considerable scope for improving the transparency of the scientific 
advisory system, and the European Parliament might wish to consider which they 
consider most important.  The option of fully disclosing the policy context of all risk 
assessments, all the data on which they are based, and all the potential conflicts of 
interest of all the expert advisors deserves careful consideration. 
 
Should the EFA and all its expert advisors all be entirely free of commercial and 
vested interests? Or is it appropriate merely that any such interests should be 
declared?  If the latter, to whom should they be declared and in which form?  

 
 
Separation of risk assessment, management and communication 
 
The White Paper is unclear, even ambiguous, on the issue of what kind of advice the EFA is 
expected to provide to the Commission. On some occasions the EFA is characterised as a purely 
scientific body which will deal only with scientific considerations, which implies that 
responsibility for all policy judgements will lie with DG SANCO rather than with the EFA.  The 
EFA would be responsible for risk assessment and DG SANCO would be responsible for risk 
management decision-making. On other occasions it is suggested that the EFA will provide DG 
SANCO not just with advice on what the science does, and does not show, but with specific 
policy recommendations.  The EFA is, moreover, envisaged as playing an important role in 
relation to risk communication and the operation of a rapid alert system. Risk communication 
and the operation of a rapid alert system are, however, essentially part of risk management rather 
than risk assessment.  It will not be possible for the EFA to be a strictly scientific body and for it 
to be involved in risk management, risk communication and the operation of a rapid alert 
system. 
 
The White Paper is systematically ambiguous on the crucial question of what kinds of advice 
will the EFA be expected to provide. The links between the risk managers in DG SANCO and 
the risk assessors in the EFA will need to be close but not too intimate.   The independence of 
the EFA, from undue political or commercial interference, and its autonomy to conduct and 
report risk assessments, will be crucial to its identity and function. 

 
The European Commission might wish to clarify its description and analysis of the 
role of a European Food Authority.  Should it be a strictly scientific organisation, 
or should it also have responsibilities in relation to risk management? Will science 
and policy-making be separated?  If they are, there will then need to be a 
mechanism for coupling them together in the overall policy-making process. 
  

Risk communication    
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The White Paper placed considerable emphasis on the importance of improving the 
Commission’s competence and skills at risk communication, especially in relation to food safety 
and nutrition.  The ways in which the Commission discusses this issue is however slightly 
problematic. In particular, the White Paper emphasizes that it expects the EFA to have a key role 
to play in risk communication, but it is not entirely clear how that could be reconciled with the 
proposal to ensure that the EFA is a strictly scientific body. 
 

Consideration could be given to clarifying the role of the EFA in risk 
communication.  In so far as risk communication is part of risk management, would 
the EFA have to go beyond its scientific remit to communicate DG SANCO’s risk  
management decisions, or should the EFA only communicate its own assessments of 
risks? 

 
 
The EFA: a reactive or proactive institution? 
 
Various passages in the White Paper, and subsequent statements by Commission officials,  have 
been ambiguous on the question of whether the EFA should be reactive or proactive. 
Unless the EFA acts as a watchdog with a brief to respond to early warning signals that undue 
risks were being taken, or were about to be taken, without waiting to be asked a specific 
question by the Commission, then it is difficult to see how it could gain and retain the trust of 
European Consumers. 
 

Consideration might be given to clarifying the extent to which the EFA will be 
expected to perform a proactive rather than reactive role. 

 
 
Management structures, lines of accountability and resources 
 
The ways in which the EFA will be directed and managed, and through which it will be 
accountable remain unclear. The Commission envisages that the EFA will have a management 
board and a director, with a directorate. On the other hand, the lines of accountability of those 
groups and individuals have not been clarified. The Commission, in the form of DG SANCO 
will almost certainly have an important role to play, but the roles of the European Parliament 
(EP), the Members States, the scientific community and the broader European publics are not yet 
apparent. 
 

A priority for the Commission will be to estimate the cost of the proper discharge of 
the roles and responsibilities envisaged for the EFA. In particular, the costs of 
having a proper research function could be specified. 

 
The Commission could publish at the earliest convenience a detailed account of the 
management structure for the EFA. This should make clear the lines of 
accountability both internally and externally.  

 
 
Location 
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The possible geographical location of an EFA has been explored, but no decision has yet been 
announced.  Several national and city governments have indicated a desire to have the EFA 
located within their jurisdiction, but in order to perform its role effectively, the EFA will almost 
certainly need to be located in Brussels and close to, though separate from, DG SANCO.  
 

The EFA could be located in Brussels unless very good reasons as to why not are 
given. 

 
 
 
Links between the Commission and the EFA to the Member States and their National Competent 
Authorities 
 
The creation of an EFA, will only be worthwhile if it provides some added value over and above 
what is already being accomplished by the Commission and by the Member States.  The value 
added which the EFA will be able to deliver will depend very substantially on the way in which 
it relates to the National Competent Authorities (NCAs) in the Member States.  Within the text 
of the White Paper and from discussions with, and answers to questionnaires from, Commission 
officials and the staff of the NCAs, it is evident that several competing conceptions of the EFA 
are in circulation.  One conception sees the EFA primarily as a manager of a multi-national 
network manager, while a second model represents the EFA as becoming something rather like a 
scientific court which will adjudicate in disputes about risk assessments that may arise amongst 
the NCAs. 
 

The relationship between a European Food Authority on the one hand and the 
National Competent Authorities of the Member States on the other needs to be 
urgently clarified.   
 
Will the EFA operate simply as a co-ordinator and network manager, or will it 
become the ‘first among equals’? 
 

 
Remit in relation to nutrition 
 
There appears to be some ambiguity about the future roles of DG SANCO and the EFA in 
relation to nutrition policy. One interpretation envisages the EFA and DG SANCO having a role 
in health education and health promotion.  From this perspective, the EFA could play a key role 
in fulfilling the promise made under the Amsterdam Treaty to give a high priority to public 
health across all EU policies.  That promise has so far not been fully implemented. This wider 
view of the public health role for the EFA has been explored by the Eurodiet project which 
brought together a large number of EU-based food and nutrition specialists within EU academic 
institutions to draw up nutrition guidelines, a health promotion strategy and an assessment of 
their policy implications. A new Standing Committee on Nutrition is being proposed.  
 
Some commentators have indicated that they would look to the EFA to help DG SANCO to 
draw up EU-wide nutritional and dietary guidelines.  Amongst the risks which the EFA will be 
required to evaluate there will also be a need to consider the nutritional implications of the 
consumption of novel food ingredients such as synthetic fats and artificial sweeteners.  Poor 
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nutrition, and especially over-consumption is evidently linked to widespread chronic ill-health 
and premature mortality and morbidity, so there may be a strong case for the EFA and DG 
SANCO developing an active and interventionist Community-wide nutrition policy. The EFA 
could help DG SANCO to draw up EU-wide nutritional and dietary guidelines. 
 

The Commission / EFA should ensure that EU food policies are conducive to 
consumers being able to eat a diet which enhances health. Policies at the EU level 
need to work in harmony with national health promotion policies. The EFA could 
play a positive part in creating this common direction.  
 
The Commission should consider where the proposed Standing Committee on 
Nutrition should be based. For management purposes, if it is based in Public Health 
section of DG SANCO, while being answerable to the Council of Ministers as are all 
Standing Committees, how will it relate to the EFA? 
A key nutrition function for the Commission / EFA could be to monitor the impact 
of EU policies on food-related health. 

 
 
Enforcement 
 
The White Paper talks at length about the importance of the EFA and the Commission’s 
responsibilities for food safety and nutritional policy-making, but it says far less on the crucial 
topic of ensuring that policies are implemented and enforced. Many well-informed observers 
have argued that improving EU-wide regulatory policy-making procedures will accomplish little 
unless and until standards of compliance and enforcement are substantially harmonised and 
improved.   
 

Consideration could be given to clarifying the role of the EFA and DG SANCO in 
relation to the enforcement of regulations especially concerning food safety and 
labelling. 

 
The Commission could work with existing NCAs to agree a common strategy for 
improving and monitoring local food control systems.  
 
The EFA could work with other transnational institutions such as the World 
Health Organisation European Region to provide a useful liaison point between the 
local, national and region and to encourage the sharing of ‘best practice’ between 
local food control officers across Europe. 

 
The Commission could, with others such as the WHO European Region, clarify the 
educational prerequisites for effective food control management and work with the 
key professions to create a pan-European core element in training. 
 
The relationships between the EFA and the Commission’s Food and Veterinary 
Office (FVO) could be clarified.  There may be scope for either extending the 
FVO’s remit to cover all kinds of foodstuffs, and not merely those of animal origin, 
or creating an analogous body monitoring enforcement of regulations on plant-
derived foodstuffs. 
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Considerations could be given to giving the EFA a role in setting the agenda of the 
FVO and its analogues, and ensuring that the EFA is always fully informed about 
the findings of the FVO, and any analogous bodies. 

 
 
Research 
 
To effectively satisfy its remit and to meet its obligations, the EFA will need to have its own 
research programme into food science and technology. 
 

The EFA will require a proper research function, budget and capability. 
Considerations could be given to estimating what will be required, and how it could 
best be provided.  
 
The EFA might either build up its own research institution(s) or create a research 
programme through contracts with existing national or international facilities. 
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Rapid Alert System 
 
There is a widespread agreement that the Commission needs to develop and improve its rapid 
alert system to deal with food safety issues, preferably before they become crises.  There is, 
however, less agreement on how the responsibility for operating a rapid alert system should be 
shared between the EFA and DG SANCO.  A rapid alert system will require expert advice of 
risk assessment, and options for effective control, but most of the functions of a rapid alert 
system are generally deemed to be risk management tasks rather than risk assessment tasks. 
 
Since none of the Member States who responded to our approaches indicated that their rapid 
alert system provides an adequate model for an EU-wide system, more thought should be given 
to the design and operation of a revised EU Rapid Alert System. Particular attention will need to 
be given to clarifying the role of the EFA in that system. 
 

The Commission should clarify how best to modernise the Rapid Alert System, 
drawing upon the best practice of Member States and of international bodies.  It 
should then clarify the extent to which an EFA could or should be involved in the 
risk management and risk communication aspects of the operation of that rapid 
alert system. 

 
 
Science and policy-making 
 
The Commission’s White Paper, and subsequent comments, have indicated a considerable 
ambiguity in the presuppositions about the role that scientific evidence and advice can and 
should play in food policy-making.   
 

The phrase ‘guided by best science’ oversimplifies the nature of the policy-making 
process and is actively misleading.   
 
Experience within the EU among Member States as well as food authorities and 
agencies elsewhere could be drawn upon to develop a realistic account of the role of 
scientific considerations and experts in the policy-making process.  

 
 
Legislative powers 
 
The White Paper talks about “bringing coherence to the corpus of legislation”.  The White Paper 
makes 84 proposals for action, including legislative changes and consolidation. The main 
weakness of the White Paper in this respect is that there is not enough transparency about the 
method of allocating priorities to the 83 proposals besides the creation of the EFA. 
 

The Commission could clarify the demarcation of roles and responsibilities between 
the EFA, Member State NCAs and other regional and local authorities.   
 
The Commission could clarify the basis for its legislative priorities and explain 
them by reference to how they benefit public health, consumer confidence and 
choice. 

 



 28  

 
Performance indicators 
 
The White Paper provides no detail as to how the CEC/EFA are to be judged for improving EU 
food safety, nutrition and other issues the Commission accepts are of public and public health 
concern.  This is a serious omission and should be rectified to ensure that the EFA provides 
substantive improvements rather than merely nominal changes. 
 
 
The Commission could work with the International Standards Organisation and its own EU team 
which has revised the EU Eco Management Audit Scheme (EMAS) to produce a food quality 
system of performance indicators that is modelled on the best international practice, embodied in 
the ISO9000/14001/14031 body of standards, together with the consultative systems embodied 
in EMAS. 
 

The Commission / EFA could work with the International Organization for 
Standardisation (ISO) and the Commission’s own team which has revised the EU 
Eco Management Audit Scheme (EMAS). 
 
The Commission / EFA could develop standards for food quality systems to 
improve performance, using common performance indicators. This would be 
modelled on the best international practice, embodied in the ISO9000/14001/14031 
series of standards, together with the consultative systems embodied in EMAS, and 
set new standards for the food sector. 

 
The goal of the new EU food quality system standards should be to encourage 
performance indicators at company level which are linked to indicators set and 
monitored by the EFA. In turn, the EFA could be set clear performance indicators 
to monitor the reported incidence of microbiological food poisoning, levels of 
chemical contamination, improvements in the incidence of nutrition-related 
diseases and other sources of diet-related ill-health.  
 
DG SANCO could undertake the above processes in collaboration with the 
European Parliament’s Committee on Environment, Public Health and Consumer 
Policy and representatives of Member States’ NCAs. 
 
Such EU performance indicators could in turn be applicable to Member States’ 
own NCAs as well as to the EFA and DG SANCO. 

 
 
 
 
Consumer involvement 
 
At the heart of the restructuring proposed by the White Paper is a desire to win (back) public 
confidence in the EU role in food safety. There is now considerable experience across the EU 
among Member States, as well as beyond the EU, of how different agency régimes approach and 
manage consumer involvement and relations with regard to food policy.  Useful lessons in 
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widening consumer participation in food quality and standards setting already exists in Member 
States. The Scandinavian tradition of consensus conferences is one. More recently, the Food 
Safety Authority of Ireland has set new levels for winning consumer confidence by excluding 
food industry representatives from its Board. And the UK Foods Standards Agency has set a 
precedent by holding some Board meetings in open session and by circulating full minutes.  
 

The EFA could operate under a principle of including formally designated 
consumer bodies into the EFA management structure. These representatives could 
in turn be accountable to wider consumer constituencies. 
 
The EFA could draw upon best practice in Member States for example by 
excluding non-consumer interests from its top decision-making level. 
 
The EFA could broaden the notion of consumer to include ‘public interest’ or 
‘citizens’ groups.  
 
The Commission could create a wider role and remit for the proposed Advisory 
Committee on Food Safety and should ensure that it does not just focus on safety 
but wider public health aspects of food as well. The committee could retain the 
older name of Advisory Committee on Food to allow equal emphasis on 
microbiological and nutritional aspects of food safety. 
 
The Commission should draw on the practices and experiences of Member States to 
generate options for stakeholder consultation and/or participation. 
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PART TWO    ARGUMENTS AND EVIDENCE 
 
Chapter 2   THE TECHNICAL ASPECTS OF CURRENT AND FUTURE RISKS  
 
 
 
2.1 What is known about the extent and significance of adverse effects arising from the 

nutritional characteristics of European diets and the composition of the 
EU’s food supply? 

 
During the second half of the 20th century, Europeans experienced pronounced changes in their 
eating behaviour. The development of new production methods in the crop and livestock sectors 
of agriculture and the advancement of food science have significantly increased the quantities 
and variety of foods available. Progress in food technology has facilitated the production of 
foods preserved in new ways and the formulation of entirely new or fundamentally modified 
products. These developments have significantly affected food availability in particular countries 
and consequently increased consumer choice to a remarkable extent.  
 
The availability of food in Europe has never been so great as in recent decades. Yet this general 
increase in the quantity and variety of food available has been accompanied by the emergence of 
diet-related disease as an important cause of death.  
 
Degenerative conditions such as cardiovascular disease (CVD), cancer, diabetes, obesity, 
osteoporosis and hypertension are prevalent in the European society. CVD is the main cause of 
death in the European Union, accounting for 42% of all deaths before the age of 74 years. 
Cancer accounts for 29% of all deaths in men and 22% of female deaths. However, both cancer 
and CVD rates vary across Europe. Although no data on trends in bodyweight are available at a 
European level, the prevalence of obesity is rising in all age groups.11  
 
Most of our existing knowledge concerning the extent and significance of adverse nutritional 
effects (as embodied in various official guidelines and recommendations) concerns the two most 
common categories of diet related disease: cardiovascular disease and cancer. This knowledge is 
briefly summarized below: 
 
 
Diet and cardiovascular disease 
 
There is wide, though not universal, agreement that there is a positive association between 
obesity and the incidence of, and mortality from, coronary heart disease (CHD). This association 
is thought to be mediated largely through the effects of obesity on hypertension, hyperlipidemia 
and symptoms of diabetes mellitus or more generally insulin resistance. It is also well-
established, though perhaps not generally recognised, that for a given body mass index increased 
energy intake is inversely associated with CHD risk, as it implies a higher level of physical 
activity.12  
 
Concerning food groups, there is strong evidence that higher intakes of vegetables, fruits and 
pulses reduce the risk of CVD. However, there is no agreement as to the extent to which the 
apparent protection is provided by: fibre, homocysteine-reducing folic acid, antioxidant 
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compounds in vegetables and fruits, the high quantities of olive oil that usually accompany high 
intakes of vegetables and legumes, or the complementary reduced consumption of red meat and 
lipids of animal origin.13  
 
The effects of nutrients, rather than foods or food groups, on CVD risk are generally less well 
understood . The mainstream view is that dietary lipids high in saturated fatty acids, and 
particularly trans-fatty acids, increase the risk of CVD. On the contrary, there is evidence 
indicating that polyunsaturated fatty acids have beneficial effects by reducing low density 
lipoprotein cholesterol, whereas some long chain n-3 fatty acids operate by modulating 
thrombotic processes and favourably affecting triglyceride levels. With respect to 
monounsaturated lipids, overwhelmingly present in olive oil, they not only reduce low-density 
lipoprotein cholesterol, but also increase the protective high-density lipoprotein cholesterol.14 
Complex carbohydrates from foods rich in fibre do not adversely affect the risk of CVD, 
although their effect on high-density lipoprotein cholesterol is less favourable than that of 
monounsaturated lipids.15 On the contrary refined carbohydrates substantially affect post-
prandial hyperglycemia ( a rise in the blood glucose levels, after the intake of a meal) and appear 
to accentuate insulin resistance.      
 
With respect to micronutrients and non-nutrients there is converging, but not yet conclusive, 
evidence that vitamin E and folic acid are inversely associated with CHD risk.16  It has also been 
established that moderate alcohol intake reduces the risk of CHD, probably by increasing serum 
levels of high-density lipoprotein cholesterol.17 On the contrary, salt intake contributes to the 
elevation of blood pressure in susceptible individuals and thus increases the risk of CVD.18 
 
 
Diet and cancer 
 
The evidence on the role of diet in cancer aetiology has been critically summarized in recent 
reviews.19 The effect of diet on the occurrence of cancer is not adequately understood, but 
appears to be complex. With respect to food groups, vegetable consumption and perhaps less 
definitely fruit consumption, have a beneficial effect on a broad spectrum of human cancer 
types. However, red meat is closely linked to colorectal and, to a lesser extent, pancreatic cancer.  
 
Among macronutrients, animal protein intake has been reported to increase the risk of colorectal 
cancer, while intake of saturated fat is positively associated with endometrial, prostate, 
colorectal, lung and kidney cancer. On the contrary, fibre intake appears to protect against cancer 
of the pancreas and the large bowel. There are also indications of a protective role for 
monounsaturated lipids against breast cancer.20  
 
Concerning micronutrients the evidence is largely insufficient to draw strong conclusions. 
However, recent studies have indicated an inverse association between lycopene21, selenium22, 
vitamin E23 and prostate cancer, while beta-carotene supplements have been found to be 
ineffective against lung cancer risk.24   
 
In summary, although much remains to be learned, epidemiological and metabolic data strongly 
suggest that optimal health can be achieved through a diet high in fruits and vegetables.25 
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Nutritional monitoring and surveillance 
 
In recent decades, there have been significant changes in the foods Europeans chose to consume, 
their eating habits and how much they spent on food. Lifestyle changes, changes in Europeans’ 
perceptions of eating, and their increased concern for their physical well being, have all 
contributed to a number of distinct dietary trends, including increased numbers of meals eaten 
outside the home. There has also been a shift away from traditional dishes prepared from raw 
ingredients.  
 
Against this backdrop, monitoring food consumption patterns across Europe could provide a 
realistic and sensitive predictor of the incidence of disease. National representative data on 
individual food consumption are collected in some European countries; their comparability, 
however, is questionable. Two other possible sources of food data are the Food Balance Sheets 
and the Household Budget Surveys, which provide a valuable source of comparable information 
at the population and household levels respectively. 
 
Data from the food balance sheets (FBS) collected yearly by FAO show that over the last few 
decades, the European eating patterns have been quite labile and subject to various changes. Of 
course caveats about the use of FBS are well known. Although they rather reflect food 
disappearing from the market place, they may provide information for assessing overtime trends 
of food supply, but are less satisfactory when it comes to inter-country comparisons.  
 
With these limitations, FBS data for the 15 EU member states (Figure 1) show a constant 
increase in the meat supply from 185 g/p/d in 1970 to 236 g/p/d in the late 1990s. Cereal 
availability has been generally static. The trend for the supply of vegetables is unclear, as no 
constant pattern can be identified. However, since 1978 fruit supply has continuously increased, 
probably reflecting consumers’ documented preference for increasing their fruit rather than 
vegetable intake.26 
 
The availability of vegetable oils has generally always been higher than that of animal fat 
(Figure 2). Although in the 1970s, the supply of both vegetable oils and animal fats was 
estimated at approximately 37g/p/d. However, since 1978, a remarkable increase in the 
availability of vegetable oils has occurred, which has not been followed by a similar trend in the 
availability of animal fat. 
 
Between countries data clearly shows that the European region has always been characterised by 
a divergence in the eating behaviour. Results from the DAFNE databank27, which comprises of 
household budget survey data, collected around 1990 in 10 European countries, reveal 
considerable variations in food availability of different European populations.28 Despite the 
identification of these variations, two broad classifications can be made between the northern 
and southern countries. These different dietary patterns may be manifested in the consumption 
of fruits and vegetables and in the type of the added lipid used. According to the DAFNE 
databank, the availability of fruits and vegetables is considerably higher in the south of Europe 
(617g/p/d in Greece and 488g/p/d in Spain, as opposed to 276g/p/d in Norway and only 233g/p/d 
in the Republic of Ireland). In addition, northern populations more often include processed fruit 
and vegetable products in their daily diet. Ninety six percent (96%) of fruits and vegetables are 
consumed fresh in Greece, compared with an estimated 66% in the United Kingdom. 
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The north-south dietary pattern is again revealed when the type of lipid consumed is examined. 
Based on data derived from the DAFNE databank, Figure 3 presents the average availability of 
added lipids by type for 10 European countries. Total added lipid availability lies between 
72g/p/d in Greece and 33g/p/d in the UK. In Greece and Spain, however, vegetable oils and 
olive oil in particular, practically provide the totality of the availability. Vegetable fat is the 
prevailing lipid in Central and Northern Europe, whereas in Eastern European countries, butter 
and animal fat are more prominent. Until the beginning of the 1990s, the eating behaviour of 
Eastern Europeans was mainly dictated by rigid controls and limited availability. Since the 
change in regime, Eastern European populations have been experiencing sudden changes in food 
availability mainly due to market liberalisation. As a result changes have been identified in the 
food preferences of these populations, who (being the receptors of dietary messages of various 
origins) seem to be altering their diet towards the northern European dietary pattern.  
 
According to WHO and household budget survey data, the pattern of diet-related diseases, such 
as cancer and coronary heart disease, in most cases follows the European dietary pattern.29 There 
is a consistent North-South gradient in mortality rates for ischaemic heart disease and most 
cancers in Europe, with the North having the higher rates. Furthermore, a slight but detectable 
North-South trend is identified within countries and is more prevalent in those with a north-
south gradient in their dietary choices.  For example, in France, there is a clear contrast between 
the traditionally butter eating in north west and oil eating in the south. Italy also shows quite 
distinct regional differences, with the food habits in the south still nearest to the Mediterranean 
model, while northern and central Italy show the general tendency for an increase in 
consumption in animal products.30 
 
The traditional Mediterranean diet has been identified as a “the most realistic alternative, open to 
people long-used to Western type of diet”.31 Nevertheless, under the influence of social changes 
and modernisation of the food supply, even people in the Mediterranean are shifting towards 
westernised dietary choices. The Mediterranean diet is characterised by moderate meat 
consumption, with red meat being consumed only a few times per month. However, at the turn 
of the century Greeks have one of the highest, if not the highest availability of red meat in 
Europe (89 g/p/d) and Spaniards are among the higher meat (red meat, poultry and meat 
products) eaters (178 g/p/d).32 
 
Both FAO and dietary data from other sources clearly suggest that there remains considerable 
room for improvement in Europe’s diets. From a public policy perspective it is important to 
clarify the objectives of a healthy diet. Is the objective to prolong life as much as possible, or is 
it to maximise quality-adjusted life expectancy? And does this focus on individuals or on the 
population at large, taking equity and resources into account? And what about externalities such 
as: our cultural heritage, the protection of the environment, and macroeconomic considerations? 
Few people have the experience, the expertise and the knowledge to adequately address these 
questions, let alone to answer them satisfactorily. 
 
Despite all the uncertainties and outstanding policy questions one simply underlying point 
remains clear. The citizens of northern Europe are as educated as those of any country and yet 
more than a third of them do not adhere to the best documented and best known nutritional 
advice: “eat sufficient quantities of vegetables and fruits”. 
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Figure 1: Supply (g/person/day) of 4 food groups (cereals, meat, fruits and vegetables) in the 15 
EU-member states. Data from the 1970-1997 Food Balance Sheets (source: www.apps.fao.org)
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Figure 2: Supply (g/person/day) of vegetable oils and animal fat in the 15 EU member states. 
Data from the 1970-1997 Food Balance Sheets (source: www. apps.fao.org) 
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Figure 3: Average availability of total added lipids by type, in the DAFNE countries (g/person/day)
Source: DafneSoft v1.0 (www.nut.uoa.gr)
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Figure 4: Average meat (red meat, poultry and meat products) availability in the 10 DAFNE countries, around 1990 (g/person/day) 
Source: DafneSoft v1.0 (www.nut.uoa.gr) 
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2.2 What is known about the extent and significance of adverse effects arising 

from the bacterial contamination of the EU’s food supply? 
 
Bacterial contamination of the human food supply is widely recognised as a major threat 
to public health in the EU and elsewhere. Bacterial food poisoning can result in a wide 
range of symptoms, from the relatively minor to the life threatening or indeed fatal (see 
Adverse Effects boxed text). Pathogenic bacteria that can enter the human food supply 
from (farm) animals include, for example, Salmonella, Campylobacter, Listeria, E.coli, 
Brucella and Yersinia. 
 
Other bacterial food poisoning agents, such as for example Clostridium botulinum and 
Staphylococcus aureus, are not specifically transmitted from animals but are widely 
distributed in the environment or on the human body include. 
 
The variety and extent of diseases arising from the bacteria contamination of food present 
significant challenges to epidemiologists. As a result, there are currently no accurate, 
comprehensive, reliable data on the overall incidence and distribution of either the 
bacterial contamination of food or bacterial food poisoning in the EU.  
 
However, a recent large UK study reported in the British Medical Journal sought to 
measure the real incidence of infectious intestinal disease33 in the community. This study 
estimated that 1 in 5 people in the England develop such disease annually, or 9.4 million 
cases each year.34 Elsewhere it has been estimated that such disease is responsible for 300 
deaths and 35,000 hospital admissions in England and Wales each year.35  
 
Directive 92/117/EEC sought in part to address this problem by requiring Member States 
to collect of epidemiological data on diseases of zoonotic origin. This Directive (as 
amended by Directive 97/22/EC) requires each Member State to submit a national 
country report by the 31 May each year, although many fail to comply with this time 
schedule. This section of report draws upon data submitted under this Directive for 1997 
36 but as the report was completed the summary of the report analysing 1998 data became 
available.37 This summary is given in Annex 2 at the end of the present report.   
 
Historically various Member States have adopted different reporting, surveillance and 
diagnostic systems. As a result, even where such data are available at the national level, it 
is often impossible to draw reliable comparisons between Member States.38 In recent 
years attempts have been made to improve and harmonize the collection of data by 
Member States but significant further progress in this respect is clearly required.39 
However, the available data provide a general picture of the magnitude of, and trends 
with respect to, this problem.  
 
The World Health Organisation Regional Office for Europe is currently re-launching its 
food contamination data monitoring and collection system, GEMS.40   
 



 

 39  

The EU should consider the option of harmonising its data collection with 
and possibly through, the WHO Regional Office for Europe. 

 
 
Summary of data for selected infections 
 
All figures quoted below are taken from “Trends and sources of zoonotic agents in 
animals, feedstuffs, food and man in the European Union in 1997: Part 1”. However, it 
should be noted that although this report provides data on reported rates of human 
infection, no data are provided with respect associated mortality rates. (A fuller picture of 
the occurrence and distribution of these and other zoonotic agents is given in the full 
report.) 
 
 

Salmonella 

 
Salmonella infection is thought to be the most frequent cause of bacterial food poisoning 
in the EU. In 1997 205,556 cases were reported, which is 73 cases per 100,000 
inhabitants. In 1998, rates dropped slightly (see Annex 2). Reported incidence rates vary 
significantly, as do monitoring and surveillance systems. The highest rate (128.4 cases per 
100,000 inhabitants in 1997) tend to be reported in Germany. 
 
Trends in human salmonella infection also vary across the EU. In Austria, Germany, 
Greece and the Netherlands the overall trend in reported cases is down. Whilst the 
opposite seems to be the case for France, Ireland, Sweden and the United Kingdom. In 
other member states the picture is less clear.  
 
In Denmark a dramatic 53% increase in reported cases between 1996 and 1997 is thought 
to be entirely attributable to S. Enteritidis infections associated with bacterial 
contamination of egg production. In general eggs, egg products and chicken are found to 
be the principal source of S. Enteritidis infections. In 1998, infections in Denmark fell by 
23%. 
 
High contamination rates for salmonella have been reported for poultry meat (and poultry 
products) in a number of Member States, with some countries reporting contamination 
rates of up to 40%. In general poultry meat higher contamination rates are associated with 
higher contamination rates in broiler production.  
 
Testing programmes have also identified a salmonella risk in both animal and vegetable 
derived protein feedingstuff in several Member States (overall 1997 contamination rate 
for  fishmeal was 4.3%; meat and bone meal 3.5%; and vegetable derived proteins 2.4%). 
 
The 2000 report on 1998 data comments that some Member States have managed to get 
end products virtually free of Salmonella due to their use of Hazards Analysis Critical 
Control Point (HACCP) control systems.  
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Campylobacter 
 
Campylobacter infection is a major public health problem across the EU and is the most 
commonly reported gastrointestinal pathogen in some Member States. In total 85,753 
cases were reported in the EU in 1997, or approximately 30 cases per 100,000 
inhabitants. Reported incidence rates vary widely between Member States but are 
generally increasing. Poultry meat is the main source of infection. Although pork and 
milk products, and in some cases shellfish, are also implicated.  
 
Testing programmes in Denmark and the Netherlands has shown high levels of 
campylobacter contamination in broilers (37% and 31.7% respectively for 1997). In 
Sweden a control programme reduced the incidence from approximately 50% to 9.8% in 
1997. The 1998 DG SANCO report also cites very high levels of contamination. High 
levels of contamination have also been found by the Danish testing programme in cattle 
and pigs (51% and 59% respectively for 1997). 
 
 

Listeriosis 
 
A total of 614 human cases of listeriosis were reported in the EU in 1997: approximately 
2 cases per million inhabitants. Listeria monocytogenes was detected in a range of animal 
species and food products in the EU, with the highest contamination rates found in meat 
and poultry and meat and poultry products. The 1998 report states that monitoring 
systems vary “largely” between countries.41 
 
 

E.Coli 0571 and other Verocytotoxic E.Coli 
 

Over the last decade infections caused by E.coli 0157 and other verocytotoxigenic E.Coli 
(VTEC) have emerged as a major public health concern in Europe, the United States and 
elsewhere. Although absolute numbers of infections are low in comparison with other 
food borne pathogens such as Salmonella or Campylobacter, E.Coli 0157 is significant 
because of the severity of human illness it causes and because of the high mortality 
associated with it.42  
 
In 1997 VTEC and E.Coli 0157 was detected in a wide range of meat and meat products 
across the EU, including beef, pork, venison and lamb. In addition to consuming infected 
food or unpasteurised milk, swimming in contaminated water and contact with cattle 
manure are also thought to be risk factors. Sweden is the only Member State where 
control measures are applied to infected bovine herds.  
 
In total eleven Member States reported confirmed cases of human infection. On average 
0.7 cases were reported per 100,000 inhabitants. Although in some regions rates ten times 
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the average were found. Surveillance data for VTEC and E.Coli 0157 is particularly poor, 
due to great variations in the awareness of public health professionals, and the methods of 
detection and diagnosis used. It is therefore not currently possible to make accurate 
comparisons between member states or over time.  
 
 

Reported vs. Actual Rates 
 
Official figures for human food poisoning, such as those quoted above, are obtained from 
laboratory reports of confirmed cases. However, these data do not provide an accurate 
picture of the incidence of such disease in the population at large. There are a number of 
reasons why such figures substantially under-represent the true incidence of bacterial food 
poisoning. Not all suffers will consult their doctor, not all doctors will refer the patient for 
microbiological tests, etc. Whilst the exact magnitude of under-reporting remains 
controversial, expert opinion has commonly suggested that the true incidence of food 
poisoning in the population at large is somewhere in the region of 10 to 100 times that of 
officially confirmed cases.  
 
However, this picture is further complicated by the fact that reporting rates for different 
infectious agents appear to vary significantly.43 A recent UK study found that for every 
case of infectious intestinal disease detected by the national laboratory surveillance 
system in England there were 136 cases in the community. The same study found that the 
reporting rates for the most common food borne salmonella and campylobacter were 
significantly better with an estimated 3.2 and 7.6 cases respectively occurring in the 
community for every case reported by the national laboratory surveillance system.44 
 
 

Effects of Bacterial Food Poisoning 
 
The effects of bacterial food poisoning tend to disproportionately harm particular 
vulnerable groups: such as the very old, the very young, pregnant women, and those with 
suppressed immune systems. However, even previously robust healthy individuals can 
suffer adverse effects from the bacterial contamination of food. 
 
Typically infection with salmonella may result in nausea, stomach pains, diarrhoea and 
exhaustion. The illness may last from a few hours to a few days. Occasionally septicaemia 
or other complications may also result, and infection can prove fatal.  
 
Like salmonella, campylobacter infection causes in nausea, stomach pains and diarrhoea. 
It may also cause vomiting and flue-like symptoms. The illness is usually more protracted 
than in the case of salmonella.  
 
In the old and the vulnerable infection with listeria is often fatal, resulting in blood 
poisoning and in some cases meningitis. Pregnant women infected with listeria develop a 
moderately severe flue like illness, which whilst not life threatening to the woman herself 
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often results in the miscarriage or stillbirth of her baby. 
 
 

Economic Cost of Bacterial Food Poisoning 
 
Bacterial food poisoning not only comprises a major cause of human illness, it also 
represents a substantial economic loss to individual suffers, their families, public health 
services and the wider economy. Little research appears to have been undertaken into the 
economic costs involved. However, those estimates that are available suggest that for the 
EU as a whole the total costs arising from bacterial food poisoning each year are of the 
order of many billions of Euros.45 
 
 

Future priorities 
 
While our knowledge of the extent of bacterial food poisoning is relative good, there 
remains a great deal that we would like to be able to comprehend that remains poorly 
understood. For example, we do not know where EColi 0157 has come from, or why it is 
spreading. We do not know why Campylobacter is so prevalent, or why it infects some 
people and not others. 
 
There is a need to establish a programme to monitor bacterial contaminants in food. 
That programme could most usefully focus on those combinations of foods and 
contaminants that appear from epidemiological knowledge to be important.  They 
include, for example, unpasteurised cheese and Listeria monocytogenes, ready-to-eat 
foods and Listeria monocytogenes, raw egg products and Salmonella enteritidis.   The 
results of such a surveillance programme could be combined with data concerning 
patterns of consumption, so as to evaluate the exposure and to assess the extent of the 
consequent risks. 
 
It is often difficult to link the occurrence of bacterial food poisoning to particular foods or 
sources of contamination because in many countries there is an institutional separation 
between those responsible for disease surveillance and epidemiology on the one hand and 
those responsible for the control of the food supply on the other.  That organisational 
disjunction may be occurring not only in EU Member States, but in other countries too, 
and at the European Commission. 
 
We know very little about why peoples’ vulnerability to food-borne bacteria is so 
variable, and that too might be a suitable topic for further research.  Although we may not 
know the true incidence of bacterial food poisoning, we do know a great deal about how 
to disinfect food, and how to protect it from cross-contamination.  In some important 
respects, many problems of food poisoning occur as a consequence of failures to apply 
knowledge that is already available.  Often problems occur because the available 
knowledge is not being utilised, but that problems grows in importance because the 
exploitation of the economies of scale in both agriculture and food processing make the 
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consequences of those failures increasingly serious. 
 
Several national food safety officials in EU Member States are already arguing that food 
surveillance programmes should be global rather than merely national or regional.  The 
WHO has estimated that 10% of the population of industrialised countries suffer food-
borne diseases annually. With tourism on the increase, members of the 600 million people 
who travel abroad each year run an estimated 20-50% risk of contracting a food-borne 
illness.46 Trade is also a powerful driver. The amounts of food being traded 
internationally are rising rapidly, and consequently the probability that food-borne 
diseases will spread more readily and rapidly than was previously the case is also rising.47 
 At the same time the incidence of botulism, trichinellosis, anthrax and cyclosporiasis has 
been rising in several of the New Independent States in the European region and in 
Central America.  While some technical assistance programmes have been established 
under the auspices of the WHO, through its regional offices, they are barely adequate and 
greater investment by the EU and other OECD countries might provide a handsome, 
though inconspicuous, return.   
 

 
2.3 What is known about the extent and significance of adverse effects arising 

from the chemical contamination of the EU’s food supply?  
 
As far as other non-micro-biological food-borne hazards are concerned, scientific 
knowledge is relatively incomplete and uncertain; and that is the case in respect of food 
additives, pesticides, veterinary medicines, although slightly different considerations 
apply in relation to each of those categories. 
 
 
Food additives 
 
As far as food additives are concerned, it is useful to differentiate between acute adverse 
reactions and possible chronic long-term adverse effects.  While numerous estimates of 
the rates of incidence of acute adverse effects have been published, they have ranged 
widely, and their reliability has been hotly disputed.  Moreover research in this field has 
been hampered by the fact that there are no animal, cell or tissue culture models for these 
effects, and they can only be investigated by examining the human population.48   
 
 

Acute adverse reactions 
 
Millstone reviewed a wide range of epidemiological studies, and their estimates of the 
incidence of acute adverse reactions to food additives, that had been published between 
the mid-1960s and the mid-1990s. He observed that: “most of the empirical studies have 
not yet been methodologically adequate nor focused on a large enough or sufficiently 
representative sample to allow reliable population-wide estimate to be derived.”49 He 
evaluated their estimate by reference to their methodological rigour and adequacy, and 



 

 44  

hence their power to provide reliable and precise conclusions, and reported that most of 
the published estimates of the incidence of acute adverse reactions to food additives 
underestimated the true scale of the problem.  
 
One widely cited estimate by Poulsen et al suggests that just 0.1% of the population react 
adversely to food additives.  The report revealed, however, that the investigators confined 
their attention to that portion of the Danish population who were over 16 years of age 
who exhibited chronic urticaria, rhinitis, asthma and angioneurotic edema in response to 
tartrazine and benzoates.  They omitted all infants and children, all problems of 
hyperactivity, and all problems related to other food colours and to all other groups of 
additives.50  Many of the most frequently cited studies were conducted in Scandinavia, 
although commentators who cite them rarely draw attention to the fact that the 
Scandinavian food supply contains far fewer additives, particularly synthetic colourings 
which are amongst those compounds most frequently implicated in triggering acute 
adverse reactions.   Millstone concluded that: “…the overall incidence of acute adverse 
reactions to food additives amongst [European]…children is unlikely to be below 1% or 
above 20%.”51  Consequently, our knowledge of these matters is partial and uncertain. 
 
 

Possible chronic effects 
 
As far as putative chronic effects of food additives are concerned, our knowledge is even 
less complete, conclusive or precise than in that relating to acute effects.  Almost all of 
the information that we possess, and by reference to which policy decisions are taken, has 
been derived from non-human model systems, such as laboratory animals, or in vitro 
bacterial or tissue culture systems.  In vitro mutagenicity tests using bacteria are thought 
particularly useful because they can provide indications of damage to genetic material, 
which in turn might initiate or promote the formation of tumours.  The reliance on those 
model systems is problematic, however, because scientists have yet to establish how 
reliable the results of those approaches are as indicators of the effects which the 
chemicals may have on human consumers.52   
 
Policy-makers, and their advisors, have continued to rely on selective fragments of 
evidence derived from non-human laboratory models of indeterminate relevance and 
extrapolative validity in part because they can be routinised, and incorporated into 
bureaucratic structures, and partly because of the limitations of the science of human 
epidemiology.  Human epidemiology has great difficulty in establishing whether or not 
the use and consumption of food additives is contributing to the occurrence of chronic 
diseases.  Those difficulties arise because of the complexities of our biologies, diets, food 
products and lifestyles.  Those complexities make it extremely difficult to identify two 
similar population groups that differ only in one or two readily identifiable respects. If 
one eats a sandwich made from white bread, margarine and several other ingredients, one 
can ingest a cocktail of several dozen food additives, in the context of an even more 
complex chemical cocktail provided by the foods themselves.  Detecting the impact of 
any one of those, or even any class of food additives, is extremely difficult. 
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Lessons from the case of saccharin 
 
One important exception to that rule has been provided by the artificial sweetener 
saccharin. Some progress in estimating the possible impact of the use of saccharin on 
public health was possible in the period from the end of the Second World War until the 
introduction of aspartame in 1983, when saccharin was, if not the only artificial sweetener 
at any rate the dominant market leader.  This was important because in 1976 evidence 
emerged indicating that at not especially large doses, saccharin raised the incidence of 
bladder cancer in male rats.53 Diabetics provided one distinctive group because on 
average, other things being equal, they ingested very much larger quantities of saccharin 
than the rest of the population.  A second potentially distinctive group were adult males 
with bladder cancer, because their rates of saccharin consumption could be scrutinised. 
More than 30 epidemiological studies on saccharin have been conducted, but all of them 
examined relatively small samples, using relatively poor control for possible confounders, 
and while some of them found no significant correlation, a few of them did yield evidence 
of a possible link between saccharin consumption and bladder cancer; but the 
epidemiological evidence is confused and equivocal.  Unfortunately, the evidence and 
indications provided from studies of whole live animals and in vitro bacterial and cell 
were also confused and equivocal. 
 
Saccharin is, amongst food additives, unique in that it is the one compound whose 
toxicity has been examined using all three of toxicology’s sub-disciplines: animal tests, in 
vitro studies and epidemiology.  Given the uncertainties and equivocation both within and 
between animal feeding studies, in vitro mutagenicity tests and human epidemiology, a 
bold attempt was made in the early 1980s by the US National Academy Sciences panel to 
estimate the upper and lower bounds of the hazard that saccharin might pose to the US 
population.  They estimated that if, on average, the population of the USA were to ingest 
some 120 milligrams of saccharin daily for a period of 70 years (which corresponded to 
the average level of consumption in the USA at the time) it was unlikely that fewer than 
0.22 deaths from bladder cancer would occur throughout the entire US population over 
that period, while on the other hand it was unlikely that more than 1,144,000 extra deaths 
would be caused.54

    In other words, estimates of the potential carcinogenicity of 
saccharin for humans are characterised by uncertainty of six orders of magnitude.55 
 
Saccharin is an untypical food additive only because it has been possible to provide a 
quantitative estimate of the uncertainty.  It is perhaps not surprising therefore that additive 
toxicology is a contested area of scientific debate.  Although official expert committees 
and public policy-makers have been deciding which compounds to permit and which to 
forbid, and, sometimes but not always, the levels up to which they can be used, those 
judgements have been based on relative insecure foundations.  There is considerable 
scope, therefore, for improving the scientific basis of policy-making. 
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Pesticides 

 
As far as pesticides are concerned, they are unlike food additives because they are 
intended to be toxic, at least to the species upon which they are primarily targeted. The 
toxic hazards which they pose to humans can afflict both those occupationally exposed, 
such as agricultural and forestry workers, as well as consumers. Estimates of their effects 
on human health, for both acute and particularly for possible chronic effects, are contested 
and uncertain.  
 
Conway has observed, in relation to acute pesticides toxicity that while: “[r]eporting is 
often unreliable; the best estimates available suggest 360,000 cases [of accidental 
pesticide poisoning] in the developed countries, and 1,000 deaths.  But pesticide-related 
illnesses and deaths are likely to be seriously under-reported.  The symptoms of pesticide 
poisoning are frequently confused with cardiovascular and respiratory diseases, or with 
epilepsy, brain tumours and strokes.”56 Medical practitioners are not generally trained  
to diagnose acute pesticide poisoning, and passive surveillance systems are likely to miss 
many acute cases. Whilst individuals working with or applying pesticides are likely to 
account for most of the estimated cases of acute pesticide poisoning, acute adverse 
reactions can also occur as a result of contamination of the food supply, particularly if 
there is accidental contamination of food ingredients or minimum intervals between 
application of a pesticide and harvest are not observed.57 For example, in 1992 in Ireland, 
the pesticide aldicarb was illegally sprayed on Irish cucumbers resulting in the acute 
poisoning of at least 29 people.58 
 
Good agricultural practice should mean that pesticide residues in food commodities, 
although routinely present, are relatively low but surveillance of residues in the UK in the 
mid-1990s indicates that may not always be the case. Internationally recognised methods 
of residue testing involve analysis of composite samples of food commodities. In 1994 
the UK Government's pesticide monitoring programme changed their sampling technique 
by analysing individual carrot roots rather than composite samples. The UK authorities 
discovered that whilst residue levels based on composite sampling were relatively low, 
the residue levels based on individual carrots varied enormously with half the individual 
carrots tested from certain locations exceeded the acceptable daily intake for acute 
toxicological effects for some organophosphate pesticides by up to three times. The 
government had to warn the UK population to remove the tops of carrots and to ensure 
that they were washed and peeled.59  Further studies on apples, pears, bananas, oranges, 
peaches, nectarines, kiwi fruits, celery, potatoes and tomatoes indicated that the high 
degree of variability in residue levels was a normal rather than an exceptional 
characteristic.60  
 
Most of the concerns about food-borne exposure to pesticides relate, however, to possible 
chronic effects. In 1997, the European Union for the first time collected common data on 
pesticide residue levels in fruit and vegetables in the Single Market.61 40% of the 41,000 
fruit and vegetable samples taken in the Member States and Norway contained detectable 
pesticide residues. In 3% of those samples, pesticide residues found exceeded the 
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maximum residue levels (MRLs). MRLs are the maximum concentration of a pesticide 
residue legally permitted in or on food commodities. MRLs are based on good 
agricultural practice data but they are also set in such a way that diets consisting of food 
commodities that comply with the respective MRLs should be below toxicologically 
derived safety limits which are known as Acceptable Daily Intakes (ADIs). 
 
More than 800 pesticides are used in the EU but the EU has only set common MRLs for 
73 of those pesticides. It will not possible to estimate the true extent to which food 
commodities are contaminated with unnecessarily high levels of pesticide residues until 
MRLs have been set for all agricultural pesticides, commodities and their combinations. 
The rate at which MRLs were exceeded varied widely between the different Member 
States but this was predominantly due to differences in the monitoring programmes rather 
than differences in the presence of pesticide residues in food.62  
 
Furthermore, it is not clear if EU MRLs are set sufficiently strictly so as to ensure that 
consumption of food commodities containing lawful concentrations of pesticide residues 
never exceed toxicologically derived safety limits. For example, UK food consumption 
surveys indicate that British infants (6-12 months old) consume on average 14.3g of apple 
per day, whilst the 97.5th  percentile of those infants consume 75.2g of apple per day.63 If 
all those apples contained the Community-wide maximum lawful residues of the pesticide 
dicofol, and assuming those apples were consumed raw and unpeeled, the average British 
infant would have an intake of dicofol almost equal to the long-term toxicologically-
derived acceptable daily intake (ADI) for that chemical, even before intake of dicofol 
residues from any other commodity or source is considered. The 97.5th  percentile of 
British infants could lawfully have an intake of dicofol equal to 5 times the ADI for that 
chemical.64  
 
As with nearly all food contaminants, our knowledge of the possible chronic effects from 
pesticide exposure in food is far more uncertain than in relation to acute effects. Human 
epidemiologists have similar difficulties studying chronic exposure to pesticide residues 
in food as they do when assessing the chronic effects of food additives. The difficulties 
are, however, far less acute in occupational settings. Given that people working in the 
chemical manufacturing sector, as well as the agricultural, horticultural and forestry 
sectors, regularly handle and come into contact with relatively large quantities of 
pesticides, and given that those groups can be relatively easily identified, and compared 
with otherwise similar groups, the scope for epidemiology to diminish the key 
uncertainties regarding pesticides toxicity is quite considerable.   
 
Questions could therefore be asked about why those opportunities are barely being 
exploited, not just because of their relevance to pesticides, but because increased 
precision in pesticide epidemiology would enable far more reliable estimates to be 
developed of the toxicological  models far more generally. 
 
Some human epidemiology studies have been conducted, however, particularly in the 
USA and in Scandinavian countries and although the evidence is equivocal and contested 
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those studies have found associations with long-term effects on health in three fields in 
particular: cancer, neurotoxic effects, and reproductive disorders.65 The International 
Agency for Research on Cancer has stated that the spraying and application of non-
arsenical insecticides entails exposures that are probably carcinogenic to humans.66 In 
total, some 60 pesticide active ingredients have been classified as carcinogenic to some 
degree by national regulatory authorities.67 Laboratory studies have also indicated that 
many pesticides have the potential to disrupt the endocrine system. While there is no 
direct evidence from human studies to confirm a causal link between exposure and effect, 
concern exists and is strengthened by reports of adverse reproductive and developmental 
effects in wildlife, possibly mediated via endocrine disruptive pathways. 
 
Although policy-makers have some epidemiological evidence to support decision-
making, for the most part they have to rely on evidence derived from non-human 
laboratory models of indeterminate relevance. Moreover, for many pesticides, 
toxicological data are incomplete. As with food additives, analogous problems exist when 
attempting to estimate the likelihood that identified hazards from pesticides might pose at 
relatively low doses. Knowledge about the existence, absence or level of thresholds for 
certain types of toxicity is incomplete and contested. Safety data are routinely performed 
on single pesticides yet patterns of exposure are typically to multiple pesticides. There is 
some experimental evidence that many pesticides act synergistically but we have barely 
begun to research those processes. Another substantial gap concerns the effects of 
pesticide residues on young children and the developing foetus.68 
 
The difficulties of reliably assessing the extent and significance of possible adverse 
effects from pesticide exposure in food have stimulated departures from traditional 
approaches to regulation. Several Scandinavian countries advocate using qualitative 
evidence of hazard, as opposed to quantitative evidence of risk, as a basis for restricting 
or banning certain active substances.69 Similarly comparative assessment, whereby only 
the least hazardous compound is permitted for use any particular pest problem, is 
increasingly being advocated.  
 
In the USA, the 1996 Food Quality Protection Act requires the government to consider 
the total risk posed to people when they are exposed to all pesticides that have a common 
mode of action. In 1998, the European Commission set a precautionary maximum residue 
level of 0.01 mg/kg for all pesticide residues in infant food to protect against possible 
acute hazards. The level, which is not toxicologically based, acknowledges that there is 
insufficient evidence to determine maximum residue levels that are harmless for infants.70 
 
 
 
Dioxins and related compounds 
 
The health impacts of dioxins and related compounds have been the subject of 
longstanding controversy and concern in Europe ever since the Seveso disaster of 1976. 
In the wake of the June 1999 Belgian dioxin scandal and recent incidents of the 
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contamination of animal feedstuffs, including imported Brazilian citrus pulp and German 
kaolin, dioxin contamination of the European food supply is once more high on both 
public and political agendas. 
 
In October 1999 DG Environment and the UK Department of Environment Transport and 
the Regions (DETR) jointly published the most extensive study to date on environmental 
levels and dietary exposure to dioxins across the EU.71 The report also makes extensive 
recommendations regarding future research priorities. The key findings of this report are 
reviewed below. 
 

Health effects 
 
Knowledge of the human health effects of dioxins has been characterised by significant 
uncertainty. Scientific debate persists with respect to: the acceptable or tolerable daily 
intake (TDI) for these chemicals; their mechanism of action with respect a range of 
physical effects in both humans and animals; and, the significance and interpretation of 
data from animal, epidemiological and other studies.    
 
As a consequence there is currently no international consensus with respect to the safe 
level or dose of these compounds. In 1990 the WHO (Europe) review group 
recommended a guideline TDI of 10pgTEQ per kilogram body weight (toxic equivalent 
of all dioxins measured against the most toxic 2,3,7,8, -TCDD), whereas the US 
Environmental Protection Agency (EPA) recommends a daily intake of 0.006pg TEQ/kg 
body weight. In 1998 an international expert group convened by the WHO European 
Centre Environment and Health and the International Programme on Chemical Safety 
recommended a revised guideline for dioxins (and dioxin-like PCBs) of 1-4 pg TEQ/kg 
body weight. The US EPA is conducting its own comprehensive reassessment of dioxin 
exposure and human health effects, which is expected to conclude that the cancer risk 
from dioxins is up to ten times as high as its previous estimate.72 
 
Dioxin-like compounds are responsible for a broad range of adverse effects in 
experimental animals and dioxins have long been classed as suspected human 
carcinogens. In 1985 the US EPA classified dioxins as proven animal carcinogens and, 
tentatively, as a probable human carcinogens.73 Whilst in 1997 the International Agency 
for Research on Cancer (IARC) categorised the dioxin TCDD as a "known human 
carcinogen" on the basis of human epidemiological evidence.  
 
As the DG Environment/DETR Report makes clear, in addition to their carcinogenic 
properties, dioxins have also been shown to produce a range of reproductive, immune 
function and behavioural effects in experimental animals. In humans higher levels of 
exposure, mainly from accidents or occupational exposures, have been linked not only to 
cancer, but also increased morbidity and mortality from diabetes and cardiovascular 
disease. Children exposed to dioxins and related compounds in the womb have been 
shown to suffer neurodevelopment and neurobehavioral effects, and effects on thyroid 
hormone status have been associated with exposures at or near background environmental 
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levels. Higher foetal exposure levels have been linked to children developing a broad 
range of health problems, such as: skin defects; hearing loss; and, developmental and 
behavioural problems.74 Furthermore, the DG Environment/DETR Report states that: 
“…it has been recognised that subtle effects might already be occurring in the general 
population in developed countries, at current background levels of exposure to dioxin and 
dioxin like compounds.”75 
 
 

Human Exposure 
 
The principal route of human exposure to dioxins is through consumption of 
contaminated food, accounting for 95-98% of total exposure. Fish and food products of 
animal origin make the greatest contribution. 
 
The DG Environment/DETR survey found that data on total dietary exposure was 
available for only 8 Member States. Furthermore, the report found that on average, 
exposure fell by 10% per year between the mid-eighties and the mid-nineties. However, 
the report concluded that the daily intakes of dioxins are still above the recommended 
levels for some parts of the EU’s population: average intakes were estimated at 0.9-3.0 
pgTEQ/kg/day compared the current WHO guideline of 1-4 pgTEQ/kg/day. Average 
exposures therefore remained at a level “where subtle health effects may occur”.76 Of the 
8 MSs for which data are available, Spain had the highest. 
 
Spain had the highest estimated average total dietary exposure (210 pg I-TEQ/day), 
compared to the Netherlands that had the lowest (69 pg I-TEQ/day). When consumption 
of dioxin-like PCBs was also considered the report concluded that: “…for many 
individuals, total exposure will exceed the recommended TDI [tolerable daily intake]”.77 
 
In addition, the report concluded that the exposure of breastfed infants could be between 
27 and 144 times higher than the WHO guideline, without accounting for dioxin-like 
PCBs. Furthermore, whilst the WHO guideline is based on average lifetime exposure, 
these exceptionally high doses occur at a critical period of an infants “neurological, 
physical and intellectual development”. 78 
 
 

Future Priorities 
 
The summary of the DG Environment/DETR Report contains a list of over forty-five 
detailed recommendations.79 Key recommendations in this context included: 
• EU limits for dioxins and PCBs in key foods: such as milk, dairy products and fish 
• Guidance on food consumption, for the general public and high risk groups in 

particular 
• Acceptance of the revised WHO guideline by all Member States 
• Guidelines for dioxins concentrations in soils, used for agriculture and other purposes 
• EU limits on dioxins releases from industrial sources (such as incinerators and metal 
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works): Releases are currently regulated at the national level, and release limits vary 
significantly between Member States 

• Further research and monitoring: the Report identifies a range of specific research 
priorities, as well as recommendations for improving surveillance of the EU food 
supply and monitoring of human exposure levels.  

 
 
Veterinary medicines 
 
The example of the genetically engineered hormone recombinant bovine somatotropin 
(rBST) illustrates the complexities of the uncertainties that characterise the science of 
food safety in respect of veterinary medicines.  rBST is deemed, for regulatory purposes 
as a veterinary medicine, although in practice it is not used for therapeutic purposes but 
rather to stimulate lactation and thereby increase milk yields.80   During the late 1980s 
and early 1990s, when rBST was being developed by US companies, and when it was 
authorised for use in the USA and Canada, the EC chose to impose a moratorium on 
rBST, because the European dairy sector was already massively overproducing, even 
though the Commission’s expert scientific advisory committees, and the international 
committees operating under the auspices of the WHO and FAO, agreed with the US FDA 
that rBST was acceptably safe, although many critics in the scientific and wider 
communities that those judgements were unreliable and over-optimistic.81  
 
There has been a notorious dispute between the EC/EU and the USA over beef hormones 
at the GATT. This has reminded the EU and all signatory countries of the immense 
importance of the WTO. One of the ways in which the Commission responded was by 
scrutinizing the judgements of the WTO Dispute Panels and of the Appellate Boards to 
see what lessons they might have for policy-making in other contentious areas.  The 
noticeable difference in how the Commission dealt with rBST before the WTO’s beef 
hormones ruling and the way in which it dealt with rBST subsequently strongly suggests 
that lessons may have been learnt.   
 
In March 1999, the Commission published two risk assessment documents relating to 
rBST, one dealt with the possible hazards to human consumers, and the other addressed 
the veterinary issues concerning the health and welfare of dairy herds.82  Both of those 
documents were strikingly more thorough than any previous risk assessments produced 
within the EC/EU, and significantly they both concluded that there was sufficient 
evidence to indicate that the risks of administering rBST to dairy cows are not acceptable. 
  They found, in particular, that in respect of possible risks to humans, the advice was 
that:  
 
“direct risks associated with the use of rBST in dairy cows appear to be related to the 
possible increase of IGF-I levels in milk. The diverse biological effects attributable to the 
intrinsic activity of IGF-I, exerting a broad variety of metabolic responses through 
endocrine, paracrine and autocrine mechanisms, make the definition of an in vivo 
quantitative dose-effect relationship virtually impossible.  



 

 52  

 
“Risk characterisation has pointed to an association between circulating IGF-I levels and 
an increased relative risk of breast and prostate cancer. In addition, the possible 
contribution of life span exposure towards dietary IGF-I and related proteins, present in 
milk from rBST treated cows, to gut pathophysiology particularly of infants, and to gut 
associated cancers need to be evaluated. […]  In addition secondary risks associated with 
the use of rBST in dairy cows are:  
• Potential changes in milk protein composition which might favour allergic reactions.  
• An increased use of antimicrobial substances in the treatment of rBST related mastitis 

which might lead to an increased risk of residue formation in milk and to the selection 
of resistant bacteria.”83 

 
In relation to animal welfare the committee concluded that: “BST administration causes 
substantially and very significantly poorer welfare because of increased food disorders, 
mastitis, reproductive disorders and other production related diseases. These are problems 
which would not occur if BST were not used and often results in unnecessary pain, 
suffering and distress. If milk yields were achieved by other means which resulted in the 
health disorders and other welfare problems described above, these means would not be 
acceptable. The injection of BST and its repetition every 14 days also causes localised 
swellings which are likely to result in discomfort and hence some poor 
welfare…Therefore from the point of view of animal welfare, including health, the 
Scientific Committee on Animal Health and Animal Welfare is of the opinion that BST 
should not be used in dairy cows.”84 
 
The outcome of those deliberations, and the Commission’s subsequent decision to re-
impose the EU’s moratorium of rBST provoked some anxieties that these decisions could 
trigger another trans-Atlantic trade war between the USA and Canada on the one hand 
and the EU on the other. The dispute was expected to come to a head at a meeting in the 
summer of 1999 at a meeting of the Codex Alimentarius Commission.  In the event, when 
the opportunity came for the USA to contest the EU’s policy on rBST, the US 
representatives indicated that they would not contest the EU’s position, or initiate a 
dispute. 
 
Although rBST had previously been declared acceptably safe by official scientific and 
regulatory bodies in the USA, Canada, the EC and at the WHO, the more recent EU 
expert scientific advisory committees were able to assemble the evidence with which to 
construct robust risks assessments which were entirely defensible and sustainable, even 
though they contradicted the previous European position and those adopted by the USA 
and the WHO/FAO joint committee. 
 
The disagreement between the EU and the USA over the acceptability and safety of rBST 
appears to have reached scientific stalemate.  Both sides have developed and published 
science-based risk assessments, but they point in diametrically opposite directions, and 
neither side is choosing to force the issue at a WTO Dispute Panel. If the science was less 
inconclusive and more certain this would not be the case.  Yet again, the evidence 
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demonstrates that when scientists cannot provide unequivocal findings the task of policy-
makers is correspondingly more difficult.  It does, however, entail that the assertion by 
the Confédération des Industries Agro-Alimentaires de l’UE (CIAA) that then EFA 
should “…provide unquestionable conclusive advice…” is not entirely realistic.85 
 
 

2.4 What is known about the extent and significance of adverse effects arising 
from other sources, i.e. BSE, GM and novel foods in the EU’s food 

supply? 
 
 
Bovine spongiform encephalopathy 
 
Bovine spongiform encephalopathy (BSE) has often posed difficult challenges to policy-
makers because scientific knowledge about BSE and other transmissible spongiform 
encephalopathies (TSEs) is particularly uncertain. We still do not know the identity of the 
BSE infectious agent, nor whether it derived from scrapie in sheep or from some other 
source such as a spontaneous cattle TSE, nor do we know how pathogenic the TSE 
pathogens may be for humans.  We do not know if there is a threshold of exposure below 
which the risk is negligible, or whether a single pathogenic particle can be sufficient to 
trigger a TSE such as BSE or the new variant Creutzfeld-Jakob Disease (v-CJD / nvCJD). 
 We do not know the range over which the incubation period might extend, nor whether it 
might vary with dose or with the frequency of exposure, or the genetics of the recipients.  
When BSE first emerged in the UK senior official veterinarians and other scientists 
recognised that the available fragments of evidence were inconclusive and unreliable, and 
that it was not possible reliably to predict the effects of eating BSE-contaminated food.86 

Even though considerable investments have been made into research on BSE, scrapie and 
other TSEs, our knowledge of the risks from BSE remain very uncertain. 
 
The extent of the key scientific uncertainties concerning BSE are estimated to be of the 
same scale as those which afflict our knowledge of saccharin, namely some 6 orders of 
magnitude.  Since late March 1996, once it had been concluded that consuming BSE-
contaminated food was almost certainly the cause of vCJD, plausible estimates of the 
numbers of people in the EU who might eventually develop vCJD as a consequence of 
having been exposed to beef contaminated with the BSE pathogen might be as few as 50 
or as many as 10-30 million. It would be premature to pretend that the science is any more 
precise than that. 
 
  
Genetically Modified foods 
 
The introduction of genetically modified (GM) foods into the EU is extraordinarily 
controversial, and there are numerous dimensions to that controversy.  One of the most 
vigorous controversies focuses on the issue of whether or not, and the extent to which, it 
is possible reliably to assess the risks that may arise from the consumption of GM foods.  
 Several official expert advisory committees such as for example the UK government’s 
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Advisory Committee on Novel Foods and Processes have indicated that they are satisfied 
that sufficient theoretical knowledge and empirical evidence are available to enable them 
reliably to judge whether or not GM foods can safely be consumed.  They contend that the 
risks from GM foods can be, and are being, reliably assessed, and that their findings 
provide a robust basis for policy decisions. 
 
Whenever official approval for the introduction of GM foods has been given in Europe 
(or in the US), regulatory committees have invoked the concept of ‘substantial 
equivalence’. This means that if an expert advisory committee deems a GM to be 
‘substantially equivalent’ to its natural antecedents, it can be presumed to pose no new 
health risks and hence to be acceptable for human consumption.87   The concept of 
substantial equivalence is itself, however, the focus of a vigorous controversy.88   
 
It has been argued that the concept of substantial equivalence does not provide an 
adequate basis for reliable assessments of the risks of consuming GM foods.89  Millstone 
et al have argued that judgments of substantial equivalence are based upon the chemical 
analyses of the food products, and that a knowledge of chemical analyses does not 
provide an adequate basis for predicting their biochemical, immunological and 
toxicological action.  Therefore, they contend that until some other more comprehensive 
and sophisticated approach, involving biochemical, immunological and toxicological tests 
is developed and adopted it will not be possible to tell how reliably those risks are being 
assessed. 
 
The conduct, results and interpretation of the work by Dr Arpad Pusztai with GM 
potatoes has been especially controversial.  Not even Pusztai contends that the results of 
his study are conclusive, but his work was unique because it was the first attempt - and so 
far only attempt - empirically to test an assumption of substantial equivalence.   It 
provides striking prima facie evidence that, unexpectedly, GM potatoes modified to 
express a toxic snowdrop lectin were significantly more toxic than corresponding non-
GM potatoes to which similar quantities of that lectin had been added.90   
 
As a recently convened OECD meeting, clear evidence emerged indicating that there is a 
growing acceptance of the argument that ‘substantial equivalence’ may not provide an 
adequate scientific basis for assessments of the risks which GM foods may pose.91 There 
is no evidence that any of the relatively small number of GM foods that have been 
permitted are toxic. Steps are being taken to explore alternative approaches, however.  In 
the interim, it is possible now to know the precision and lack of precision with which 
risks to public health from consuming GM foods may currently be estimated. Scientists 
cannot, however, estimate the magnitude of the uncertainties with which consumers are 
confronted. 
 
 
2.5   Uncertain science and the scope for exercising precaution 
 
The above discussion has highlighted just how uneven policy-related food science can be. 
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Some parts are strikingly precise and robust, whereas other parts are chronically 
unreliable and inconclusive. Epidemiology has successfully developed surveillance 
systems and detection methods, which make it relatively straightforward to diagnose and 
trace some forms of acute bacterial food-borne infections, to establish links between 
certain forms of under- and over-nutrition and some chronic diseases. Other parts of food 
science are far less well developed. Sometimes they provide equivocal and contradictory 
evidence and uncertain and disputable conclusions.  
 
Some commentators have suggested that the science of food safety is more uncertain now 
that it was in earlier times, but this is a perverse characterisation of the current 
predicament. It would be more accurate to interpret the changes as showing that while 
some parts of food science have become more secure, reliable and precise, in other parts 
what has increased is not so much the uncertainties, as our ability to recognize those 
uncertainties.  In its recent Communication of Precaution the European Commission 
suggested that: “Most decisions are taken where there is sufficient information 
available…”,92 but the analysis above suggests that that is something of an over-
simplification. 
 
The uncertainties which afflict some of food science highlight the question of what role 
scientific information and advice has played, and can and should play in food policy-
making? This is especially in the light of the Commission’s proposal to create an EFA 
with a mandate to provide objective and reliable scientific advice to policy-makers.   
 
Given an acknowledgement of the scientific uncertainties, discussions concerning the role 
of science in policy-making are typically couched in terms of when, and how, to adopt 
and apply a precautionary approach. The Commission’s White Paper on Food Safety 
therefore needs to be interpreted by reference to the European Commission’s 
Communication on the Precautionary Principle, issued in February 2000.  In this 
document, the Commission acknowledge that recourse to a precautionary approach is 
appropriate whenever: “…the scientific evaluation does not allow the risk to be 
determined with sufficient certainty.”93  Importantly the document also states that: 
“Judging what is an ‘acceptable’ level of risk for society is an eminently political 
responsibility.”94   
 
A question arises as to conditions under which it might be possible to reconcile the 
Commission’s account of the role of the EFA with its position on the exercise of 
precaution. The Commission’s White Paper on Food Safety repeatedly emphasizes that 
the remit of the EFA will be strictly scientific. The Commission clarifies the remit in 
terms of a distinction between ‘risk assessment’ which is the scientific task for which the 
EFA will be responsible and ‘risk management’ which will be the responsibility of DG 
SANCO.   If the EFA is to perform a strictly scientific function then it follows that:  
 

One option is for the EFA never to give advice on which policies should be adopted -
unless it had been provided with clear prior guidance on the policy framework within 
which the science should be interpreted. 
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Another option is for the EFA’s role to be confined to indicating the extent 
and significance of the scientific evidence, understanding and uncertainties 
and to drawing the Commission’s (i.e. DG SANCO’s) attention to the scope 
for and possible consequences of, adopting or failing to adopt, a 
precautionary approach. It would not, however, be the EFA’s responsibility 
to decide when or how precaution would be adopted. 

 
Unless this ambiguity over the EFA’s proposed role is clarified the proposed framework 
is unlikely to function effectively.   The EFA might leave responsibility for exercising 
precaution with the Commission, while DG SANCO might make the same mistaken 
assumption in relation to the EFA. Under those conditions there is a possibility that on 
occasions when precaution should appropriately be exercised, it will fail to be invoked. 
Thereby placing the public at unacceptable risk.  The contrary scenario would be that both 
the EFA and DG SANCO separately and independently make precautionary judgements.  
In which case an excessively precautionary policy might be imposed which would waste 
public and private resources, and inhibit the introduction of safer technologies.     
 
The Sanitary and Phytosanitary Agreement (SPS), which forms part of the rules of the 
WTO, stipulates that in the face of scientific uncertainty, precaution is appropriate and 
legitimate, but that whenever precaution is deemed appropriate steps should also be taken 
to diminish the scientific uncertainties.95  The scientific uncertainties can be diminished 
only by research. The issue of how most effectively to diminish the key scientific 
uncertainties is a challenge to all EU Member States and to the Commission.  One 
question with which they struggle is: to what extent should public policy-makers be 
obliging the corporate sector to invest in research which would serve to diminish many of 
the key uncertainties, and to what extent should public resources be invested in research 
which could help to diminish the scientific uncertainties with which public policy-makers 
are currently having to struggle?   Given the high cost of scientific research and its 
incremental and cumulative nature, considerable benefits would be derived if the EFA 
were to play a role in improving the coordination of food safety science research across 
the Community. 
 
In the context of continuing uncertainties, enormous developments in science and 
continuing / growing public interest in food quality and controls, the EU has to make a 
clear policy choice on the role of the EFA in food research. 
 

One option is for the EFA to be given an encouraging role vis a vis Member 
States, i.e. not undertake its own research or set its own research agenda. 
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Another option is for the EFA to be given a clear remit and sufficient 
resources to allow it to pursue a sound research agenda, designed to reduce 
uncertainties and to improve advice given to policy-makers on food safety.  
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Chapter 3 THE SOCIAL SCIENCE OF POLICY MAKING  
 
Considerable efforts have been made by scholars in the fields of science policy and 
political analysis to bring greater understanding to the ways in which science-based risk-
management policies are made.  For the purposes of this discussion, the key issue is the 
role which scientific information and advice can and should play in the policy-making 
process.  Given that the science is so frequently uncertain, it cannot determine policy 
outcomes.  Even when the science is straightforward decisions about which risks are 
acceptable, in exchange for particular anticipated benefits, will always involve non-
scientific considerations for which it would not be appropriate for the EFA to be 
responsible.  
 
To a first approximation, the literature can be interpreted as providing three models of 
science in policy-making, represented schematically in Figures 5, 6 and 7, and here 
termed the ‘classical’, ‘modern’ and ‘emerging’ models. 
 
 

3.1  The Classical Model 
 
Traditionally, regulatory policy-making for the protection of consumers and public health 
has been officially represented as based upon ‘sound science’.  A representation of the 
structural assumptions of this ‘classical’ model is provided in Figure 5.  The characteristic 
features of this model are that it assumes, in effect, that science operates in a social, 
political, cultural and economic vacuum, and that it provides a sufficient basis for policy 
decision-making.  Many policy makers and scientists in both Member States and the 
Commission subscribe to this model.  However, many of those same policy makers and 
scientists implicitly accept this model invariably misrepresents real decision-making 
processes.  
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Figure 5  The Classical Model of Science in Policy-Making and Risk Communication 
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Those who subscribe to this model of science in policy-making, typically subscribe to 
what is called a ‘top-down’ model of risk communication.  For them, public 
understanding of science is seen in terms of a problematic ‘deficit’ in the public’s 
knowledge.  Scientists are presumed to be in possession of ‘the truth’ or at any rate of 
reliable knowledge, whereas the general public are represented at being at best ignorant 
and at worst possessed of false, unscientific beliefs.  Risk communication is then seen as 
the challenge of providing science-based representations of risk which are sufficiently 
simplified so as to be readily transferable into the minds of the general public. It was 
assumed to diminish their ignorance and to displace alternatives representations of risk.  
Public attitudes are defined as problematic to the extent that they fail to coincide either 
with the views of officials and ministers, or the views which ministers and officials want 
the public to accept.  From this point of view, the media are seen as being irresponsible if 
they interpret their role as providing representations of the publics’ views to the policy-
makers rather than the other way round. ‘Bottom-up’ communication has no place within 
the classical model. 
 
 
3.2 The Modern Model 
 
Since the early 1970s when Weinberg articulated the concept of 'trans-science' to refer to 
the intersection between policy-making and scientific deliberation96, a growing proportion 
of academic policy analysts, though a smaller fraction of public officials, have 
acknowledged that because of the uncertainties in the underlying science (and for other 
reasons too) scientific considerations can never by themselves determine policy-
decisions.   
 
Official commentaries on risk policy issues have increasingly invoked a distinction 
between ‘risk assessment’ which is presumed to be a purely scientific enterprise and ‘risk 
management’ which is acknowledged to involve non-scientific considerations such as 
economic, social, cultural and evaluative considerations. A representation of the structural 
assumptions of ‘the modern model’ of science in policy-making is provided in Figure 6. 
The Commission’s White Paper on Food Safety can be interpreted as marking a shift in 
the Commission’s thinking from a classical to the ‘modern’ view. 
 
The characteristic features of the ‘modern’ model are that it too assumes, in effect, that 
science operates in a social, political, cultural and economic vacuum.  Nonetheless this 
model accepts that science alone does not provide a sufficient basis for policy decision-
making. Rather, once scientific advice and judgments have been made social, economic, 
cultural and evaluative considerations are necessarily seen to provide a down-stream 
contribution to policy decision-making. The model assumes a clear division of labour 
between the scientific community, which is believed to assess risks in a socially and 
ethically neutral way, and policy makers who subsequently take legitimate account of the 
extent and distribution of the social and/or commercial benefits to be offset against the 
possible risks.   
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Figure 6  The Modern Model of Science in Risk Management 
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The modern model of policy-making implies a rather less ‘scientistic’ and ‘top-down’ 
view of risk communication than the classical model. However, it still embraces a version 
of the deficit model of the public understanding of science.  The modern model 
acknowledges that non-scientific considerations do have an indispensable role in policy-
making, and therefore that public attitudes (and per force the media) have to be taken into 
account. Their relevance, however, is confined to making down-stream evaluative 
judgments once autonomous scientific experts have delivered their authoritative 
conclusions. On this model, policy-makers may be accountable to the wider society, but 
the scientific risk assessors are either accountable for their scientific judgments only to 
their scientific peers, and to policy-makers for the neutrality and rigour of their analyses.   
 
In this model, therefore, risk communication is a two-way rather than a one-way street, 
but different kinds of traffic travel on opposite sides of the road.  The authoritative 
representations of risk provided by officially selected expert scientists should still be 
communicated by the media and unquestioningly accepted by the public.  Nonetheless, 
there remains a democratic need for the media to help policy-makers understand the 
conflicting concerns and interests of different social groups and their varying willingness 
to tolerate different kinds of risks, in exchange for different kinds of benefits.  From the 
point of view of policy-makers, the public need to be persuaded that risk management 
decisions are prudent and fair, but that can only be accomplished if policy-makers 
understand how the public view issues such as prudence and fairness as they apply to the 
issues at stake. 
 
 
3.3 The Emerging Model 
 
However, the assumptions and empirical adequacy of the modern model have been 
repeatedly and effectively criticised by numerous commentators. Such critics emphasize 
the extent to which science-based risk assessments are not developed in a social, cultural 
or political vacuum. According to this view, risk assessments are framed by a range of 
non-scientific considerations, concerning for example: 

• which risks are deemed to be significant; 
• what is to count as relevant evidence; and 
• how much uncertainty can be tolerated.97  
 

In response to this critique, policy analysts have developed a third alternative or 
‘emerging’ model.  This presumes that non-scientific considerations also play a 
distinctive upstream role by providing the prior framing assumptions shaping how risks 
assessments are conducted and constructed.  A representation of the structural 
assumptions of this alternative ‘emerging’ model of policy-making is provided in Figure 
7.   
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Figure 7  The Emerging Model of Science in Risk Management 
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The characteristic features of this model are that it assumes that science always operates 
within a specific social, political, cultural and economic context, and that risk 
assessments always involve the analysis of selected scientific information within a prior 
set of non-scientific considerations.  Furthermore, that once expert scientific risk 
assessors have reached conclusions about the existence of a risk, its probability and 
severity, and acknowledged the scientific uncertainties with which they have had to 
grapple, it assumes policy-makers need to make a further set of specific down-stream 
evaluative judgements to decide how the conclusions of the risk assessment will influence 
policy decisions. 
 
On this model, scientific considerations are located within two sets of non-scientific 
considerations; these may, in turn, be coupled together. Up-stream framing assumptions 
are concerned, for example, with issues such as: which risks are deemed to be significant, 
which kinds of evidence are deemed to be relevant, and how the evidence is to be 
evaluated. By contrast, down-stream evaluations might be concerned with, for example: 
the economic costs of risk reduction, or the civil liberties implications of imposing 
restrictions on the actions of individuals or corporations, or the relative suitability of 
different policy instruments.  
 
On both the modern and the emerging models, knowing the likelihood and seriousness of 
the risks is never sufficient to determine policy.  Policy decisions typically require making 
judgements about the kinds of risks, and levels of risks and uncertainty, which are 
acceptable in exchange for various possible benefits. Many people are prepared to accept 
a marginal increased future risk of succumbing to cancer as a result of taking an antibiotic 
drug which could effectively prevent imminent death from a bacterial infection, yet would 
judge a similar risk unacceptable if it arose from the use of a cosmetic ingredient such as 
an artificial colour the benefits of which are far less tangible.  
  
Given the discussion above it is appropriate to inquire: 
• which models of policy-making most accurately represent the ways in which food 

safety and nutrition policies have been made in EU Member States and by the 
European Commission? 

• how those ways of policy-making may be changing? and 
• which model (or models) is presupposed by the Commission’s White Paper proposals 

for a European Food Authority? 
 
These questions are examined in detail in the following section. 
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Chapter 4 PREVIOUS & CURRENT ARRANGEMENTS ON FOOD SAFETY 
 
 
If an EFA is to be created, and in effect, super-imposed upon the NCAs of the Member 
States, then the effectiveness of the newly created authority will depend on the extent to 
which it is structurally and procedurally congruent with those pre-existing national 
bodies.  
 
This section therefore provides an account of key aspects of the current arrangements for 
food safety and nutrition policy-making in the Member States, and at the European 
Commission.  This account has been derived from three sources. The first is a long-
standing familiarity with the documentary record and the history of policy-making. The 
second is the results of a questionnaire distributed to relevant officials and representatives 
of stake-holder groups in all Member States, and the third is a set of in-depth interviews 
which were conducted with key officials, scientists, policy-makers and policy analysts. 
 
The events that culminated in the publication of the Commission’s proposals for the 
creation of an EFA have long historical roots, but it is useful to differentiate the 
upheavals of the recent past from the relatively more tranquil era that preceded it.  The 
crisis provoked by the announcement on 20 March 1996, that the consumption of BSE-
contaminated foods was almost certainly the cause of the emergence of vCJD, can be seen 
as marking a turning point in the history of European food policy.  However, that crisis 
can usefully be thought of as having continued into the late 1990s, especially in relation 
to policy concerning genetically modified foods. Therefore for the purposes of this 
discussion European food policy-making systems are discussed under separate headings, 
namely previous arrangements before that turning point and the current arrangements that 
have followed.    
 
 
4.1 The Problem of levels of governance 
 
A major theme which emerged from interviews conducted for this report is what might be 
called the problem of levels of governance.  Interviewees, whether at local, sub-national, 
national or EU levels all expressed concern that the White Paper had not fully addressed 
the practicalities of how to improve co-ordination between different levels of food control 
and monitoring.  There is a web of responsibilities (national state, region, city, smaller 
authorities) which is already complex. The arrival of a European Food Authority will 
make this more complex. 
 
Already there are tensions and conflicts over food safety procedures and responsibilities 
between the four different levels – city, region, national state, EU.  In this context, it was 
felt that unless properly clarified by full and frank discussions within Member States as 
well as between MSs at the EU level, the proposed EFA could add to, rather than reduce, 
confusion between levels of governance.  This would be disastrous and could de-stabilise 
the prospects of the EFA.  
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The Commission could clarify roles and responsibilities between the four 
institutional levels of decision-making and action:  

• EU; 
• National; 
• Sub-national/regional;  
• Local.  

 
To do this could be laborious but would mean that there was considerable clarity and 
shared commitment to the EFA’s ‘mission’ and purpose. The EU currently relates to 
member states at national level, but in some EU member states, there is now a firm 
degree of decentralisation. Spain is an example of this. In Spain, food safety powers are 
devolved to the regions (e.g. Castilla-La Mancha, Catalonia) and to the city levels (e.g. 
Barcelona, Bilboa).  Since this is already in place or being strengthened – for political 
reasons other than to do with food – there are a number of issues which the Commission 
could clarify. 
 
How, for example, can communications be made fluid and effective between the 
city/regions and the EU without, as one interviewee expressed it, “bleeding the member 
states”?  There are variations of practice, standards and implementation even between 
cities. For instance, some of Europe’s great cities have good facilities such as 
laboratories, skilled personnel and general public health infrastructure, while smaller, less 
well-resourced neighbouring authorities might not.   
 
The White Paper, de facto, raises important policy considerations with regard to 
subsidiarity: in other words there is a policy question over whether to centralise or de-
centralise food controls.  Some interviewees felt that this question is beside the point. 
Whether food controls are centralised or decentralised, the key issue is to improve 
implementation of whatever controls there are!  Interviewees told us that, in their view, 
there are good and bad examples of both centralised and decentralised food controls in the 
EU. Denmark, for example, has effectively devolved food control to sub-national 
authorities, as has Sweden (except for large companies). In other countries, by contrast, 
where there is also de-centralised food control and where the provinces and regions are 
responsible, the food control system does not work so well. The lesson our interviewees 
agreed on is the need to improve the linkages between all levels of responsibility, whether 
EU, national, regional, city. The White Paper fails to acknowledge this structural issue at 
all.  In fact, interviews within the Commission suggested that this function will be the 
responsibility of the Food and Veterinary Office (FVO).98  The FVO, however, may not 
be appropriate for sole responsibility for this task.  
 
The proposal for the EFA has come at a time when there is considerable thinking about 
the role and function of public health services. The classical public health model of food 
management is for the local level to have a unified structure of inspectors, labs, doctors 
and directors of public health. This is being altered and undermined by the privatisation 
of local health services and by the fragmentation of the local state. The arrival of the EFA 
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to this changing structure of public health / food control means that the balance of 
responsibilities will have to be thought through very carefully. This local complexity has 
not been thought through by the EC in the White Paper. The EC’s focus has been upon 
EU-Member State relations as though Member States are homogeneous within. They are 
not.  In some MSs, there are already tensions between regions and the central state. 
 
Information gathering and surveillance are a case in point. The White Paper envisages 
that the EFA will create another level for data gathering. This is one among many 
assumptions made in the proposal to clarify and improve the rapid alert system. But for 
food control officers and other food-related public health officials at local, sub-national 
and national levels, a critical concern is whether information will only flow up the chain 
and not go laterally or down. To put it starkly, will information go into the Commission 
or EFA when it could and ought to flow back down as well? 
 

For food safety management to improve, it is essential for data and 
information to flow both up and down the levels of governance.  

 
The Commission and MSs could clarify the existing public health role of food 
authorities in order to improve the role and function of the EFA vis a vis 
other levels of food governance. 

 
 
4.2  Previous arrangements in Member States 
 
Prior to the BSE-turning point, most Member States operated with structures and 
procedures that were typical of the ‘classical’ model.  We have found no evidence that, 
prior to that turning point, any Member State was systematically differentiating between 
risk assessment and risk management. Nor have we found any evidence of this distinction 
marked by any structural separation of institutional responsibilities. Moreover, the 
dominant practice was for those responsible for risk management to be closely involved 
in preparing representations of risk that were supposedly based solely upon scientific 
considerations. 
 
One of the most striking examples of the ways in which risk managers have historically 
been involved in preparing and deciding representations of risk can be found in the 
history of BSE policy-making in the UK, at least up to 20 March 1996.99  In that case, 
assessments and representations of risk were not based on independent scientific advice, 
but on prior decisions concerning non-scientific judgments about the direction and 
parameters of policy.  It is because of that case that the argument for separating risk 
assessment from risk management is so widely acknowledged. 
 
The reports of the Member States’ expert scientific food advisory committees and 
agencies are replete with discussions of risks and evidence that conclude by providing 
recommendations for specific policies and courses of action. Furthermore, they are almost 
entirely deprived of discussions of scientific uncertainty and of the need or scope for 
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exercising precaution. 
 
Most of the time in the majority of Member States, the expert scientific advisors have 
functioned in ways that were more reactive than proactive, more closed than open, and 
rarely subject to scrutiny or accountability.  Expert advisory committees have been mostly 
reactive, in the sense that they would typically provide advice when asked for it, but 
would only rarely volunteer an unsolicited opinion.  In some countries, such as the UK, 
the terms of reference and remits of scientific expert committees indicated explicitly that 
they were expected only to respond reactively, and that acting proactively would be 
inappropriate.   
 
With a very few (Scandinavian) exceptions, expert advisory systems have been relatively 
secretive.  In particular, most committees would usually accept unpublished scientific and 
technical information on a confidential basis. Furthermore, those data would remain 
outside the public domain unless and until the companies concerned chose to publish or 
disclose their data; something that they have often been unwilling to do. Given that much 
of the data have been secret, and that almost invariably expert scientists held closed 
meetings, it has been difficult or impossible to establish how judgements were made and 
decisions taken about the inclusion or exclusion of studies and data; or indeed about the 
ways in which those studies and data that were included were interpreted.  
 
Moreover, in most Member States, for much of the post-war period, there were no 
requirements on expert scientific advisors to declare any financial or commercial interests 
that might have had a bearing on, or be thought to have had a bearing upon, their 
judgements. 
 
 
4.3 Current arrangements in Member States 
 
Since the turning point, there has been a great deal of change underway. Not a single 
Member State reported that its food safety policy-making system is experiencing a period 
of organisational and/or institutional stability.  In several cases major institutional 
changes have been made.  For example, France now has the Agence Francaise de la 
Sécurité Sanitaire des Aliments (AFFSA), The Irish Republic now has the Food Safety 
Authority of Ireland (FSAI), Germany now has the Bundesinstitut für gesundheitslichen 
Verbraucherschutz und Veterinärmedizin (Bgvv), Greece the Hellenic Food Authority-
EFET (HFA / EFET) and the UK most recently of all, its Food Standards Agency which 
came into being in April 2000. 
 
In other countries institutional changes have been less conspicuous, but in most Member 
States there have been some structural and/or procedural changes which to a first 
approximation can be thought of as amounting to shifts from the Classical1 to the Modern 

                                                 
1 The Classical Model proposes that science provides neutral evidence for policy-makers. See Chapter 3 
section 3.1 
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Model.1  Only in Scandinavian countries, do we find policy-making systems that more 
closely approximate to the Emerging Model.2 In Finland, for example, it is relatively 
common for risk assessment to be institutionally separated from risk management, and for 
scientific risk assessors to be provided by elected representative and public officials with 
a policy framework to guide their selection and interpretation of scientific evidence. In 
Scandinavia there now seems to be a culture in which scientific data are publicly 
accessible. This experience could be drawn upon by the Commission / EFA as well as 
other Member States.    
 
One key feature of the post-turning point changes to the national system has been the 
widespread recognition of the necessity and perhaps the inevitability of institutionally 
separating risk assessment from risk management.  On the other hand, as with the 
Commission’s proposals for the EFA, there is usually rather less clarity about what this 
means in practice, and about how these two functions can and should couple together. 
 
Moreover change in institutional structures and policy-making procedures is being 
strongly reinforced from a quite different direction.  Many expert scientific advisors have 
become no less uncomfortable with classical models of policy-making than policy 
officials and elected representatives.  The crises over BSE and GM foods (and many 
others too) have brought about measurable and significant reductions in the levels of 
confidence which the general public have in scientific advisors. During the BSE saga, 
British ministers and public officials repeatedly asserted that British beef was 
unproblematically safe, and that that claim was fully supported by scientific evidence and 
expertise.100  The evidence accumulated by the Philips Inquiry has made it clear that the 
UK government’s scientific advisors were in fact telling ministers and officials that the 
risks could not be entirely discounted, and they might be very severe. Only rarely, 
however, did any of those advisors publicly criticise the official line.  
 
Research and interviews conducted for this project suggest a growing reluctance on the 
part of scientists to distinguish risk assessment from risk management.  Increasingly they 
are saying that they do not consider themselves equipped to give specific policy advice. 
That they are far more comfortable providing advice reporting what is known, how 
reliable or uncertain the current understanding may be, and possible consequences of 
following a range of alternative courses of action.  In other words, many scientists are 
increasingly unwilling to take responsibility for making what are essentially political 
choices as opposed to scientific judgements.  For example, Prof Mac Johnston, Professor 
of Veterinary Public Health at the UK’s Royal Veterinary College and who has advised 
the CEC (and the British Government) was recently reported to have said: “We are not 
politicians. We are saying: ‘Here are the risks, you decide what to put in the 
Directive.’”101  
 
In the context of the dispute between the UK and France over the lifting of the ban on the 
                                                 
1 The Modern Model proposes that science operates in a policy vacuum; see chapter 3 section 3.2 
2 The Emerging Model proposes that non-scientific considerations play a significant role ‘up-stream’ in 
framing the assumptions for risk assessments which science undertakes. See chapter 3, section 3.3. 
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importation to France of British beef  - under the provisions of the so-called Date Based 
Export Scheme (DBES) - AFSSA did not advise the French government not to lift the 
ban, but it declined to advice the French government to lift the ban.  AFSSA is in a 
slightly ambiguous position. It is at liberty to provide policy advice, but it also has the 
independence and autonomy to decide which kind of advice, scientific or policy, to 
provide on any particular issue.   
 
Therefore the extent and ways in which risk assessment and risk management are to be 
separated will depend not only on the policy aspirations of ministers and fonctionnaires 
but also on the choices which expert scientific advisors (individually and collectively) 
take.  
 
 
4.4 National rapid alert and risk communication systems 
 
There are considerable variations in the kinds of arrangements Member States have in 
place to deal with rapid alerts.  Public officials and relevant stakeholders in most, but not 
all, Member States take the view that their countries have systems in place which are 
adequate to respond to emergencies which are domestic in origin.  A smaller proportion 
of MSs are confident that their systems are adequate to respond to an emergency which 
arises as a consequence of actions taken outside of their jurisdiction.  None of the 
representative of the Member States who responded to our questionnaire, or who were 
interviewed for this project, claimed that their national rapid alert system provided a 
wholly suitable model or prototype on which an EU-wide system should be based.   
 
Levels of confidence within the Member States in the adequacy of the current European 
Commission system is rather uneven.  There are, moreover, differences of view amongst 
the Member States on the question of what are the main requirements for an properly 
effective EU-wide system, especially once an EFA has been established. While there is 
general agreement that rapid alert systems do need to be informed by readily available 
assessments of the possible risks, most key officials in the NCAs of the member States 
have argued that the most difficult part of rapid alert systems is concerned with risk 
management decision-making and risk communication, although there is considerable 
emphasis on the importance of co-ordination amongst different national, region and local 
agencies. Extrapolating to the European stage implies that even though an EFA could 
contribute to the risk assessment parts of a rapid alert system, risk management, 
enforcement and communication are the most crucial parts of the system.  Consequently, 
there is some puzzlement amongst the Member States as to why the White Paper 
envisages assigning the lead responsibility for operating a rapid alert system to the EFA 
rather than to DG SANCO. 
 
 
4.5 Previous EC/EU policy-making arrangements  
 
Prior to the turning point, the Commission’s policy-making system was invariably 
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represented in classical terms. Ironically, the system was designed to solve the political 
and commercial problems arising from the failure of multi-lateral negotiations to develop 
a harmonised set of Community-wide food standards and regulations.102  More than two 
decades had been spent failing to agree about what can be called ‘jam’, and it took more 
than three decades to agree what can be deemed as ‘chocolate’. The Commission 
designed an ostensibly scientific system to solve a non-scientific problem, and that system 
eventually floundered under the weight of its own contradictions. 
 
European Commission food policy-making systems operated, like those of most member 
States, with structures and procedures that were represented as conforming to the classical 
model. The Commission did not systematically differentiate risk assessment from risk 
management,  Those responsible for risk management were routinely and closely 
involved in preparing assessments and representations of risk that were nominally strictly 
scientific. 
 
The reports of the Commission’s expert scientific food advisory committees are replete 
with discussions of risks and evidence that conclude with recommendations for specific 
policies and courses of action. These same reports are almost entirely lacking in 
discussions of scientific uncertainty, and of the need and scope for exercising precaution. 
In this sense, traditionally scientists working for the Commission have fitted the role of 
science in the Classical Model presented in this report (see Chapter 3, section 3.1 above). 
 Commission documents on food safety policy also typically represent their policies as 
having been fully and securely grounded on scientific advice.  To that extent, the White 
Paper proposals  represent a major break with traditional ways of making policy, or at any 
rate traditional ways of representing how European policy is made. 
 
Interviews with several members of Commission expert advisory committee have, 
however, indicated that typically, when those committees are asked by the Commission 
for their advice, the inquiry is explained by reference to its policy context.  The members 
of the committees are, therefore, well aware of the policy contexts and their complexities, 
but the subsequent reports of the committees are often presented as in ways which 
conceal those contexts and which suggest that the risk assessments were constructed in 
isolation and abstraction from their context.   Committee members have, consequently, 
indicated that they would be more comfortable with an arrangement under which the 
policy contexts were revealed rather than concealed, and where explicit responsibility for 
policy framing and policy decisions was assigned to those being advised by the 
committees.  In short, they find the ‘emerging’ model of science in policy making, as 
illustrated by Figure 7 above, the most plausible, and be more comfortable if the 
implications of that model for the division of labour between science and policy-making 
were more widely acknowledged. 
 
 
4.6 Current EC/EU policy-making arrangements 
 
Currently, the Commission’s food science expert committees are only supposed to advise 
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on those matters for which the Commission has requested advice.  The proposals in the 
White Paper are slightly ambiguous on this point. The text of the White Paper states that 
the EFA would provide an opinion “on request from the Commission” but that it should 
also be proactive and “signal new health hazards or emergency health problems” which 
are not directly linked to provisions of existing legislation.103 This ambiguity reflects 
some of the tensions present in the Commission on this particular point.  
 
The Commission’s expert advisory systems have been relatively secretive and 
unaccountable.  Several changes are been introduced, but the Commission’s deliberations 
remain far from transparent. The Commission’s expert scientific advisory committees 
have regularly accepted unpublished scientific and technical information on a confidential 
basis, and those data have remained outside the public domain except when the 
companies concerned chose to publish or disclose their data.  
 
The White Paper, and comments from the European Commission, have suggested that 
scientific secrecy is a thing of the past, but that is not correct.  For the purposes of this 
project, a recent report of the Scientific Committee was selected, and several unpublished 
scientific references were chosen at random, and a request for a copy of the scientific 
evidence was then sent to DG SANCO.  The Commission’s response indicated that it was 
not at liberty to disclose those data, and that they had been accepted on a basis of 
confidentiality, and if they were to be obtained, it would have to be from the commercial 
sponsors.  Their responses have not been forthcoming, and the data were not obtained.104 
 
Not only have many of the data have been secret, but the expert scientific committees 
only held closed meetings, consequently it remains difficult or impossible to establish 
how judgements have been reached and decisions taken about the inclusion or exclusion 
of studies and data or the ways in which those studies and data were interpreted.   
 
One very recent, and widely welcomed, change has been that members of DG SANCO’s 
food science expert committees have been required to provide the Commission with 
declarations of interests, which can in turn be publicly disclosed. Until very recently the 
position was that members of expert advisory committees were invited to declare their 
interests to the Commission secretariats, but they were not always disclosed to other 
members of the committees, and they were not publicly available. 
 
Following a decision taken on 23 July 1999 by the Commission,105 members of expert 
advisory committees are required to provide a declaration of their interests, but they have 
the option of indicating whether or not they wish those declarations to be publicly 
accessible. In 1999/2000, 3 committee members have declined to consent to their 
declarations being disclosed to the public125. The public’s access to those declarations 
which can be revealed is, in any case, rather indirect. They are not separately published, 
nor included in the reports of those committees, but are accessible only by writing to the 
committee Secretariat in SANCO, who can provide photocopies of the relevant 
documents. The declarations on those documents are often hand-written, and frequently 
difficult to read.  They only indicate the organisations and firms in which an interest is 
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being declared, but no indication of the scale of those interests is required or provided. 
Some commentators have suggests that it might be thought important whether the 
advisors were receiving 500 Euros or 5 millions Euros in exchange for the advice which 
they could provide to their commercial sponsors. 
 
 
4.7 The International Context: Codex Alimentarius Commission 
 
The proposal for the EFA, as interviewees made clear, has been driven by three key 
considerations, all with international features. The first was the need to modernise the 
Commission’s food safety systems, structures and approaches to win public confidence.  
Food safety crises affect not just the European public but also consumers outside Europe. 
The second was the argument of large European food companies in favour of creating a 
pan-European structure, which is harmonised, consistent and fulfils the promise of the 
Single European market. The EFA would also be simpler for them to lobby and negotiate 
with. And the third was to provide for the EU an institution comparable to the USA’s 
Food and Drug Administration (FDA). In all of these, the pressure of international trade 
considerations looms large.  
 
In April 1994, when all EU Member States signed the General Agreement on Tariffs and 
Trade (GATT) at Marrakech, they ushered in a new dimension to the EU’s hitherto 
internal drive to liberalise trade. Gradually, this has brought home new challenges for 
food safety and public health.106 107  The GATT introduced two important accompanying 
agreements, one on food standards, the Sanitary and Phytosanitary Standards (SPS) 
agreement, and one on technical aspects, the Technical Barriers to Trade (TBT) 
agreement. Together with the disputes procedures, these put in place a new global 
framework for the setting, arbitrating and harmonising of world food standards. Disputes 
such as over hormones, rBST and Genetically Modified (GM) foods have given more 
weight to the argument that the EU, powerful though it is, cannot operate its own food 
safety system without an awareness of the new international context.  The policy question 
is how far does this international situation alter what the EU can and cannot do. 
 
Under the SPS it is clear that signatory countries can set standards to whatever level they 
choose but that there must be a “scientific justification” for that measure.  
  
The SPS sought to prevent signatories from taking measures that are arbitrary or 
discriminatory or that constitute disguised restrictions on international trade. It sought 
to do this on the basis of two strategies. The first was to use science to distinguish 
between those measures that are consistent with the Agreement and those that are not. 
Article 2.2 of the Agreement states that: "Members shall ensure that any sanitary or 
phytosanitary measure is applied only to the extent necessary to protect human, animal 
or plant life or health, is based on scientific principles and is not maintained without 
sufficient scientific evidence.." 108  The second strategy is to promote global 
harmonisation of all sanitary measures. Article 3.1 stipulates that: "Members shall base 
their sanitary and phytosanitary standards on international standards, guidelines or 
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recommendations…" [emphasis added].109   Such international standards are developed 
by several international bodies, the most important of which is the Codex Alimentarius 
Commission, which is in turn advised by two main expert committees: the World 
Health Organisation and the UN Food and Agriculture Organisation's Joint Expert 
Committee on Food Additives (JECFA) and the Joint Meeting on Pesticide Residues 
(JMPR).  
 
The SPS agreement does provide room for exceptions to the general obligation to 
harmonise standards. It permits members to adopt more stringent measures if one of 
two conditions are satisfied. Either there must be a "scientific justification" for that 
measure, (that is the scientific reasoning behind an international standard must be shown 
to be invalid or that standard must be shown to be inadequate to provide the stated level 
of protection) or the measure must arise as a consequence of a higher level of protection, 
as chosen by the member.110  In other words, signatories can decide what should count as 
an acceptable level of risk, but they have to provide a scientific justification for that 
chosen level of protection. That justification must consist of an assessment of the risk and 
that assessment must be based on "scientific principles" and be supported by "sufficient 
scientific evidence". Members must also demonstrate that the chosen standard brings 
about a risk reduction when compared to the international standard, and the chosen level 
of protection must be consistent with the level of risk considered acceptable by a member 
in different situations.111 In any challenge the burden of proof lies with the country 
wishing to defend its higher standards.112 
 
The SPS Agreement has been generally interpreted as meaning that regulatory 
standards can and will be harmonised by reference to internationally agreed scientific 
judgements. The beef hormones dispute has, moreover, been widely interpreted as 
having provided evidence reinforcing that interpretation of the position, but it has been 
argued that this is a mis-interpretation of the judgements which emerged from the 
WTO Dispute Panel and from the Appellate Body.113  The argument is that there is 
more room for diversity of risk assessment than current interpretation of the SPS has 
given grounds for expecting. 
 
Consumer bodies within the EU have long been unhappy about how Codex works. In 
particular, there has been concern about excessive involvement by powerful sections of 
food trades. One study found of an entire two year cycle of meetings that 26% of 
participants on Codex committees represented industry interests while public interest 
organisations comprised of only 1% of the total.  On several committees that dealt with 
topics of particular concern to consumers the proportion of industry participation was 
even higher. In the Food Additives and Contaminants committee, industry comprised 
41% of total participants.114  
 
In subsequent years, officials and companies became sensitive to these criticisms, which 
have been pursued by the consumers’ movement. Some countries now hold tripartite 
national pre-meetings with industry, consumers and government officials before going to 
Codex meetings. The debate about processes has left Codex meetings more sensitive to 
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the issues but left practices themselves relatively unchanged. One review in 1997 
concluded that little had changed.115 
 
Codex is formally a meeting of governments, but there is considerable variation in 
national policies with regard to industry or NGO participation on delegations.  Currently 
observers (thus all NGOs) are not allowed into the Codex Executive meetings, nor are 
they allowed onto Codex advisory committees such as the Joint Expert Committee of 
Food Additives (JEFCA). With the White Paper stipulating a Commission determination 
to be transparent and accountable, a number of options emerge with regard to Codex.  
The EU is gradually taking a more central role within Codex. In that context, it is 
beholden on the Commission to help improve how Codex works. 
 

The Commission could work with Member States to improve Codex 
processes and to ensure that attempts to improve public confidence in 
governance at the EU level is not undermined by weak systems at the global 
level.  
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Chapter 5 THE EFA – PROPOSALS AND PROSPECTS  
 
The core of the Commission’s White Paper is the proposal to create a European Food 
Authority (EFA), and to assign it specific responsibilities for the conduct of scientific risk 
assessments. Chapter 5 provides a discussion of the key features of the Commission’s 
proposals, and the responses to them of the Member States, and other members of 
relevant participants and stakeholder groups.  The purpose is to clarify the Commission’s 
proposals, and to indicate the conditions under which they might most effectively be 
implemented. 
 
 
5.1 Separation of risk assessment and risk management 
 
The White Paper characterises the EFA as essentially a scientific body, which will be 
primarily responsible for providing risk assessments to the European Commission and the 
Member States.  In proposing clearly to acknowledge and to institutionalise a separation 
of scientific deliberation from policy-making, the Commission has made a distinct shift 
from the ‘classical’ to the ‘modern’ model of science in policy-making (see chapter 3).   
 
In the past all of the EU’s and Codex’s expert advisory committees on food safety and 
nutrition, together with most of their national equivalents, have normally given not just 
scientific advice, but also policy advice: i.e. they have recommended the adoption of 
particular policies. This has been the role that has been expected of them. Although on 
occasions, for example when the uncertainties were especially acute (as with 
mycotoxins), European Commission expert advisory committees have declined to provide 
policy advice, preferring rather to report merely on what is and is not known.  
 

The Commission could be asked to resolve the systematic ambiguity in the 
White Paper on the crucial question of what kinds of advice the EFA will be 
expected to provide.  Will it be scientific advice or policy advice or both? 

 
The White Paper envisages a sharp separation between science and policy: that is between 
risk assessment and risk management. A key passage in the White Paper states that "…the 
responsibilities of the Authority would consist of the preparation and provision of 
scientific advice...Through the manner in which it discharges its functions, the Authority 
would have to demonstrate the highest level of independence, of scientific excellence and 
of transparency in its operations."116  That suggests that the EFA will be expected to 
provide advice on science but not on policy.    
 
On the other hand, the same document states that : "the Commission believes that the 
scientific work currently undertaken by the scientific Committees related to food safety 
should be a core part of the proposed authority.."117 which implies a continuation of 
historical practices rather than a radical break. Furthermore, Commission officials and 
most other stakeholders interviewed for this project expect that the EFA will not only 
provide scientific advice but also specific policy recommendations.  It is clear, moreover 
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from the comments of representatives of most Member States and of other key 
stakeholders, that there is a widespread expectation that the EFA will provide not just 
scientific advice but also policy advice. 
 
The text of the White Paper, and the comments of those interviewed for this project 
therefore reveal ambiguities on two crucial questions:   
 

Firstly, what can and should the separation of science from politics mean in 
practice? 
 
Secondly, if science and politics are to be separated, how can they ultimately 
be recombined to produce acceptable policy outcomes?   

 
If the EFA were strictly to confine its attention to scientific questions, and take into 
account only scientific considerations, then it ought never to provide specific policy 
recommendations.  While remaining strictly scientific, its advice could include 
summaries of the factual evidence, an account of what is thought to be unknown and what 
remains uncertain, and estimates of the possible consequences of adopting various policy 
options.  Scientific considerations by themselves could not, however, equip the EFA to 
make choices between those options, nor to recommend any particular options.  A strictly 
scientific approach could enable the EFA to indicate the occasions and scope for 
exercising precaution, but it would be unscientific for the EFA to try to decide when 
precaution should be exercised.   
 
If the EFA is to be strictly scientific then it will be important carefully to define the 
relationship between the scientists in the EFA, and the administrators and policy officials 
in DG SANCO who will be responsible for risk management.  At the start of June 2000, 
the UK government’s Food Standards Agency issued its response to the Commission’s 
White Paper on Food Safety, and amongst other things remarked that: “The closest 
possible linkage must be established between risk assessment, risk management...and risk 
communication.”118   That comment needs to be interpreted carefully, because while there 
may well be a need for excellent channels of communication between risk assessors and 
risk managers, the Commission’s main rationale for proposing the creation of an EFA is 
precise to separate risk assessors from risk managers.   
 
The example of BSE policy-making in the UK illustrates the point. Prior to the 20th 
March 1996 BSE policy-making in the UK was handicapped by the fact that official 
representations of the risks which BSE might pose were being determined by those 
responsible for risk management and not by those with expertise in risk assessment.119  
The scientific advice received by ministers and senior officials indicated that the available 
evidence did not support the conclusion that BSE was risk-free nor that British beef was 
with out problems.  Policy makers and risk managers decided, however, for non-scientific 
reasons that the message which should be delivered to the general public was that British 
beef was perfectly safe.  Despite their doubts, most of the government’s scientific 
advisors went along with the UK government’s strategy.   
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It is understandable, therefore, that the Commission is proposing that risk assessment 
should be conducted by the EFA without prior direction from the risk managers in DG 
SANCO as to the kinds of messages which they wish to receive. On the other hand, the 
EFA’s risk assessors will be unable properly to discharge their responsibilities unless they 
are well informed.  For example, they need to know about the kinds of policy options that 
the risk managers in DG SANCO are envisaging. Otherwise the EFA might fail to assess 
the possible consequences of the courses of action that the Commission is considering.   
The EFA’s risk assessors will also need to be well informed about the extent to which 
regulations are being complied with and enforced, and about the ways in which food is 
actually being produced, processed, transported and delivered throughout the food chain.  
 

The Commission should clarify its understanding of the links between the 
risk managers in DG SANCO and the risk assessors in the EFA. How can 
they be close without being too collusive?    
 
The Commission also needs to clarify how the independence of the EFA from 
undue political or commercial interference can be ensured. This will be 
crucial to its identity and function. 

 
The risk assessors of the EFA will, however, need to be provided with some clear policy 
guidance indicating, for example, that its responsibilities relate directly and exclusively to 
the protection and promotion of public health, and that it should not have regard to the 
commercial interests of the producers or sellers of foods.  The EFA’s terms of reference 
and remit might well therefore indicate that it ought to act as a guardian of the public 
interest, and to function pro-actively rather than passively.  The EFA might well also be 
instructed to operate in a transparent and accountable fashion, and to ensure that all its 
advice to, and from, DG SANCO, EU Member States and food companies, should be 
published.  The EFA may also expect to be provided with general policy guidance on how 
to respond to scientific uncertainties, how to award the benefit of doubt, and the extent to 
which it can or should require or encourage the conduct of further scientific studies to 
diminish those uncertainties. 
 
Depending on how the Commission’s proposals are interpreted and put into practice, it 
seems likely that the EFA would not generally provide specific advice on particular policy 
issues. Rather, its task will be to indicate what are the likely consequences, risks and 
benefits of adopting various policies, including those under active consideration by DG 
SANCO.  DG SANCO would then be expected, in the light of that advice, to make risk 
management policy decisions, taking into account other considerations such as what 
might be democratically acceptable, and technologically and industrially feasible.   
 
The Commission’ intentions are not always clear because different accounts have been 
provided by different officials, but some of them have indicated that they envisage the 
establishment of an EFA with a nominally scientific remit, but which will also be 
expected to provide specific policy recommendations to the Commission; continuing to 
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act as their expert advisory committee traditionally have, but within a novel institutional 
guise.  But if the EFA is to be a purely scientific body, that latter model would either be a 
misunderstanding or a misrepresentation.  Is it difficult to see, however, how an EFA 
could operate transparently, and still provide policy advice which the available scientific 
evidence could not sustain. Some of the tension between the various interpretations of the 
Commission’s plans for the EFA are evident in a remark from a senior official who said 
that the Commission wants the EFA to be ‘…independent but not out of control.’120 
 
While the arrangements for the EFA need not be directly modelled on the arrangements 
which historically have prevailed in the Member States, but it will inevitably draw on 
Europe’s collective experience.  According to the interviews conducted for this report, 
and judging by responses to the questionnaires, only rarely has food safety and nutrition 
policy been effectively differentiated into separate activities of risk assessment and risk 
management. And that has happened only in a very small number of countries.  Only the 
Finns (and the French, since the creation of AFSSA) have managed to create an 
institutional separation between those responsible scientifically for assessing risks and 
those politically responsible for deciding risk management strategies. This experience 
deserves further investigation. How has it been put into effect? Can the lessons be 
generalised?  
 
As the OECD has just confirmed: “...many countries [have] re-examined their 
institutional and regulatory frameworks governing food safety.” 121  Policy-making 
institutions in almost all Member States is are undergoing review and upheaval, and it is 
difficult to forecast when and how equilibrium will be re-established.  If the EFA will be 
established it will only be able to work if there is some convergence in the structures and 
operations of the separate policy-making systems of the Member States.  In most member 
States, most of the time, food safety policies have been made by institutions which have 
been responsible for both risk assessment and risk management.   Furthermore, there is a 
great deal of scepticism within the 15 National Competent Authorities and amongst other 
stakeholders and commentators that it is even possible properly to separate risk 
assessment from risk management.  In other words, the EU has little or no experience of 
operating the kind of system which the Commission have proposed, and there is 
widespread scepticism that the proposals can be made to work.   Perhaps the onus is on 
the Commission to provide a far clearer account than is yet available, to show how risk 
assessment could be separated from risk management, and yet how they could also be 
coupled together, within the overall policy-making process. 
 
Whatever division of labour that the Commission might envisage for the EFA and DG 
SANCO, will need to take into account the scientific community on which the policy-
makers wish to rely.   The policy crises, such as BSE and GM foods which have afflicted 
the EU in recent years, have been widely interpreted as contributing to an abrupt 
reduction in the confidence with the general public is willing to place in the 
pronouncements of scientific experts, especially those acting as official advisors.  The 
scientific community tends to think of itself, in this context, as being blamed for failures 
for which it was not responsible.   
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In this context, the Commission’s proposals for the creation of an EFA which would be 
strictly scientific are seen by the scientific community as the height of common sense.  
The scientists now realize that they are not equipped, and do not want to be responsible, 
for interpreting scientific knowledge into policy.  They want to be expected to answer 
only scientific and not policy questions.  Our interviews with expert scientific advisors 
clearly indicate that the scientific community is increasingly unwilling to collude with 
some of the archaic policy-making practices. They are increasingly reluctant to take 
responsibility for what are essentially political choices.   A senior expert veterinary 
advisor was recently quoted as having said: “We are not politicians. We are saying: ‘Here 
are the risks, you decide what to put in the Directive.’”122  The institutional arrangements 
which will ultimately prevail will therefore depend not only on what the Commission and 
the Member States want, but also to some extent what the scientific community is willing 
to accept.   
 
 
5.2 Risk communication    
 
The White Paper understandably placed considerable emphasis on the importance of 
improving the Commission’s competence and skills at risk communication, especially in 
relation to food safety and nutrition.  The ways in which the Commission discusses this 
issue is however slightly problematic. In particular, the White Paper emphasizes that it 
expects the EFA to have a key role to play in risk communication, but it is not entirely 
clear how that could be reconciled with the proposal to ensure that the EFA is a strictly 
scientific body.  One might reasonably expect that the EFA could have a key role to play 
in communicating the conclusions of its risk assessments, but it is less obvious that the 
responsibility for communicating DG SANCO’s decisions on risk management should be 
laid upon the EFA. A wide range of commentators have indicated that they find the  
Commission’s proposals on risk communication, and the possible role of the EFA in that 
activity, less than clear. 
 
The White Paper is supposedly predicated on the importance of separating the science of 
risk assessment from the political dimensions of risk management policy deliberations, 
and so the proposal to rely on EFA for food safety risk communication seems to imply 
that policy-makers would like to be able to revert to their classical habits of representing 
risk management decisions as if they were justified solely by reference to scientific 
considerations.  
 
Senior people in several of the recently created food agencies in EU Member States have 
indicated in the context of the undertaken interviews, that within their domestic contexts, 
they are increasingly taking a pragmatic approach to this difficult question. They too 
consider that they are sometimes being placed in a difficult and unsupportable position.  
They have increasingly been choosing only to accept responsibility for communication 
with the general public on those of their ministerial risk management decisions which 
they are prepared to endorse.  There have been occasions when, behind the scenes, agency 
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staff with primary responsibility for risk assessments, have indicated that if Ministers 
wish to introduce particular policies, then they will not be able to rely on their agency 
publicly to endorse their policies.    
 
Similarly, some members of the scientific community who are currently involved in 
providing the Commission with expert advice have indicated that they are unwilling, in 
effect, to provide the Commission with what some of them have referred to as a ‘blank 
cheque’. They are prepared to provide scientific advice, but they will not undertake 
publicly to endorse all and any risk management decisions which may be taken by the 
Commission, or the Member States, in the light of the scientific advice that they will be 
providing.  They want the separation of science from politics to be taken seriously, and to 
narrow and elucidate not only the responsibilities of the policy-makers but also of the 
scientists. 
 

Consideration could be given to clarifying the role of the EFA in risk 
communication.  In so far as risk communication is part of risk management, 
would the EFA have to go beyond its scientific remit to communicate DG 
SANCO’s risk  management decisions, or should the EFA only communicate 
its own assessments of risks? 

 
 
5.3 A reactive or proactive institution? 
 
Under the régime which currently prevails, the Commission’s expert advisory committees 
on food policy are normally supposed to advise only on those matters for which the 
Commission has requested advice. The proposal in the White Paper which envisages a 
pro-active, rather than reactive, EFA have been widely welcomed in most but not quite all 
Member States.  Unless the EFA acts as a watchdog with a brief to respond to early 
warning signals that undue risks were being taken, or were about to be taken, without 
waiting to be asked a specific question by the Commission, without waiting to be asked a 
specific question by the Commission, then it is difficult to see how it could gain and 
retain the trust of European Consumers. 
 

Consideration might be given to clarifying the extent to which the EFA will 
be expected to perform a proactive rather than reactive role. 

 
In its recent response to the Commission’s White Paper, the UK government emphasized 
that once the EFA has issued its advice, there ought to be a formal obligation placed on 
DG SANCO to respond to that advice, and to respond within a reasonable time.123 
 

Consideration should be give to imposing a formal obligation on DG SANCO 
to respond to advice received from the EFA within a set and reasonable 
period. 
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5.4 Transparency and accountability 
 
The White Paper gives the clear impression that the Commission considers its current 
food safety and nutrition policy-making system to be open and accountable, but that there 
may also be some scope for making it marginally more open and accountable.  Our 
research has indicated that in recent years, the amounts and kinds of information which 
the Commission has made available have increased quite significantly.  Since 1998, but 
never before, the agendas and the minutes of the Scientific Committee for Food have 
been freely available.  Since the early Summer of 2000, but never before, some limited 
information has become available indicating the commercial interests of the members of 
the Commission’s expert advisory committees.  The disclosure of that information is, 
however, incomplete.  While the experts are obliged the provide the information to the 
Commission, the Commission may only make that information public if the experts 
provide their explicit consent.  Moreover, some expert advisors have chosen not to give 
their consent.124 
 
There are no clear lines of accountability for the expert advisory committees. Given that 
their meetings are closed, and that they do accept unpublished data and acquiesce in 
keeping those data confidential, they are not accountable to the scientific community. The 
European food industry’s trade association (the CIAA) has said that the “EFA's working 
processes should be open and transparent, while respecting commercial 
confidentiality.”125    
 
The Bureau of European Consumer Unions (BEUC) has pressed for greater transparency 
in the committees’ proceedings. Its argument is that all submissions and data given by the 
EFA to the Council and Commission should be published. Their advice, in other words, 
should be in public.  Mr Coleman, Director-General of DG SANCO, has gone on record as 
stating that the committees’ reports and the data on which they relied, together with the 
formal minutes of their meetings, will be published.  He argued, however, that publication 
of working papers and notes of discussions would be counterproductive and inhibit their 
proceedings. 126    
 
Our research on the other hand, has indicated several key respects in which transparency 
is incomplete.  The Commission will not disclose any unpublished scientific evidence, 
and merely advises the inquirer to approach to company concerned.  While companies 
sometimes do, and sometimes do not, respond positively to subsequent requests, but it 
remains the case that access to data is controlled by companies at their sole discretion.  It 
is difficult to reconcile that arrangement with the re-establishment of consumer 
confidence. 
 
European Commission practice, since its inception has always been to respect the 
confidentiality of all those data which commercial organisations have chosen not to put in 
the public domain.  Industry has argued traditionally that disclosure could adversely affect 
competitiveness.  On the other hand the USA and several Scandinavian countries have 
freedom of information regimes under which almost all the scientific data go into the 
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public domain, but there is no evidence that those regimes have been having any adverse 
impact on the competitiveness of their industries.  On the other hand, their populations 
report higher levels of trust in their institutions than in the EU’s less forthcoming régimes. 
 

Consideration should be given to ensuring that all scientific evidence, data 
and submissions provided to, and gathered by, the EFA should be in the 
public domain and readily available for external scrutiny. 

 
If the European Food Authority, and a re-organised DG SANCO, are to gain 
and retain the confidence of European consumers, clear lines of 
accountability for both institutions will need to be established, and the 
mechanisms through which accountability will be implemented will need to 
be established.    

 
For example, should the EFA be accountable just to DG SANCO, or should it also be 
accountable to the Member States and to the European Parliament?  Some protagonists 
envisage the EFA as a wholly-owned subsidiary of DG SANCO, whereas others have 
argued that unless the Member States see themselves as having some stake in, or 
ownership of, the EFA they will be reluctant to co-operate with it, or even to take it 
seriously.  Little thought appears to have been given to a possible role for the European 
Parliament. It appears that not much in this respect is being proposed by the Member 
States.  If the European Parliament wishes to play a role in relation to the EFA, it will 
need to consider which kinds of contribution it might most effectively be able to make 
and what responsibilities it already has as well as might wish to undertake. Is this a role 
for the Committee on Environment, Public Health and Consumer Policy, and others? 
 

Should the EFA be accountable just to DG SANCO, or should it also be 
accountable to the Member States and to the European Parliament?   

 
 
5.5 The independence of scientific experts 
 
In the early summer of 2000, the Commission started to make available to the public, 
copies of (almost all) the declarations on interests which the members of scientific 
committees had provided.  The Commission has argued that the independence of the 
scientists on its expert advisory committees is “guaranteed through the strict application 
of declarations of interests.”127  It is not clear, however, that declaration of interests can 
guarantee independence. Declarations do not abolish conflicts of interest, they just make 
them less covert.   Genuine independence could only be guaranteed by ensuring that all 
expert advisors are chosen from amongst the scientists who do not have conflicts of 
interest. Declarations of interests may be a welcome step forward but they are not 
necessarily an adequate provision.  Some commentators, especially those working in or 
with the food industry, have often argued that most of the crucial expertise about food 
safety resides in the food industry and amongst those scientists who work most closely 
with the food industry, but others have contested that argument.128 
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In 1999, the UK government changed the membership of its expert advisory committee 
on the release to environment of genetically modified foods and organisms (ACRE).  It is 
now composed entirely of people who have no commercial links with any of the 
companies whose products the committee are called upon to evaluate.   The US FDA also 
stipulates that none of the members of its expert advisory committee may have a 
commercial interests in the subjects on which they are advising, it seems that there is 
therefore scope for the Commission to recruit suitably staffed expert groups without 
having to rely upon those working in or with industry.   That is not to say that the 
Commission and the EFA would not want to receive all the information and advice that 
the industry can provide, but that genuine independence will need to entail a clear 
separation between those working in or for the EFA, and those working in or for the 
private sector.  Some well informed commentators have suggested that it might be 
appropriate in some cases to recruit and appoint scientists from outside the EU.129   From 
wherever they come, it is likely that there will be increasing scrutiny of any links which they 
might have to commercial interests. 
 
Even if it is deemed appropriate for the EFA to receive its formal scientific advice from 
groups of experts none of whom have links to agricultural, commercial and industrial 
food interests, it will nonetheless be important for the EFA to have an effective working 
dialogue with the farming and food industries.  The EFA will need to be well informed 
about contemporary practices, problems and technological developments, and if the 
standards of safety and the nutritional quality of Europe’s food supply are to be improved, 
the co-operation of farmers and the food industry will be essential.  For these reasons the 
EFA might well choose to create arrangements to ensure effective exchanges and 
consultation with stakeholder groups. 
 

Should the EFA and all its expert advisors all be entirely free of commercial 
and vested interests? Or is it appropriate merely that any such interests 
should be declared?  If the latter, to whom should they be declared and in 
which form?  

 
 
5.6 Management structures and lines of accountability 
 
The ways in which the EFA will be directed and managed, and through which it will be 
accountable remain unclear. The Commission envisages that the EFA will have a 
management board and a director, with a directorate. On the other hand, the lines of 
accountability of those groups and individuals have not been clarified. The Commission, 
in the form of DG SANCO will almost certainly have an important role to play, but the 
roles of the European Parliament (EP), the Members States, the scientific community and 
the broader European publics are not yet apparent. As was stated earlier, some in the 
Commission have indicated that they want the EFA to be ‘...independent but not out of 
control.’  By this they mean, amongst other things, that they want the EFA to be directly 
accountable only to the Commission and not to the EP or to the Member States.130   
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Several MEPs have already argued that the EP should be responsible for appointing the 
members of the EFA’s Board or at the very least to advise and consent to the EFA’s 
Board membership.  
 
As Kreher has observed: “In general, an EC agency’s structure is tripartite, consisting of a 
management board, a director and a scientific committee.”131  The choices to be made 
therefore include whether or not the management board should include: representatives of 
SANCO, other DGs, the European Parliament, the Member States’ National Competent 
Authorities, consumer groups, public health officials and/or experts, the food industry and 
national/regional legislatures.  Not only are there debates about the composition of, and 
responsibility for, the Authority’s board, there are also debates about who should be 
responsible for appointing the director or chief executive of the EFA.  Some have argued 
that it should be representatives of the Council of Ministers, others that it should be a 
Committee of MEPs, and others that the decision should be taken by the Commission?132 
 
Commissioner Byrne, in evidence to the UK House of Lords Committee Inquiry into the 
EFA, indicated two lines of thinking. Firstly, the EFA would have a Board (the 
composition of which remained to be decided). Secondly, he had in mind the 
establishment of a consultative committee made up of heads of national agencies and 
their equivalents. He agreed it was essential that the EFA enjoyed the full confidence of 
the European Parliament. It might be appropriate to build in a requirement for the chief 
executive of the Authority to attend plenary sessions or meetings of the relevant 
committee to give a report (which he suggested should be annual, rather than more 
frequently, although that would be for negotiation) and to answer questions. He did not 
feel it would be appropriate for the EFA to have to answer to the Parliament on specific 
assessments, as opposed to general systems; nor did he favour the Parliament being given 
powers to requisition work from the Authority and its scientific committees (which he felt 
would be “unwieldy”). Only the Commission and the Authority should have powers of 
initiative, although there was no reason why the Parliament could not ask the EFA to 
initiate actions. He added that Members of the European Parliament were only part of the 
EFA’s constituency—“it would speak direct to the people”.133 
 
There seems to be general agreement among interviewees for this research and public 
pronouncements that there ought to be close links, both formal and informal, between the 
EFA and the European Parliament.134  The European Parliament’s role as co-legislator 
with the Council, needs to be supported.    
 

The Commission could publish at the earliest convenience a detailed account 
of the management structure for the EFA. This should make clear the lines of 
accountability both internally and externally.  

 
 
5.7 Resources 
 
The White Paper on Food Safety says that the current food safety and nutrition policy-
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making mechanisms lack capacity and are too demanding of committee members and 
external experts.135  When it says that it lacks capacity, it is referring to the small number 
of staff, as well as the relatively narrow range of skills, with which the relevant parts of 
the Commission have been expected to operate. Others have noted that  “ There is 
minimal scientific and administrative support for the Commission’s committees—so 
much so that the tasks assigned to the committees at present overwhelm them; even if 
information flows could be improved, the quality of the committees’ scientific analyses 
would continue to be adversely affected by the other deficiencies; As a result, the 
Commission is not always able to bring in the world’s best experts because those experts 
are deterred by the prospect of being engulfed by demands for instant analyses and 
lengthy reports.”136  Given such assessment, it is noteworthy that Commission did not 
accomplish to specify alternative arrangements.   
 
The Commission might envisage giving greater resources and responsibility for preparing 
the EFA’s risk assessments to the committee secretariats within the EFA or they might 
choose to sub-contract some or all of that work to the national competent authorities in 
individual Member States and then use the EU-wide expert committees to review the 
output of those contracts.   Different passages in the White Paper point in different 
directions: some suggest devolving more preparatory work to Member States, while 
others suggest strengthening the centre by assigning increased responsibilities and 
workload on to the EFA. 
 
The Commission envisages providing the EFA with an annual budget of some 100 
million Euros, but that may not be adequate. (It is half the budget allocated to the UK’s 
new Food Standards Agency, for instance.) Interviewees made clear that they viewed such 
a figure as inadequate.137 This judgement is probably correct, even without any provision 
being made for a research budget. 
 
The White Paper does acknowledge that “[s]upport mechanisms for the provision of such 
[scientific] information barely exist and need to be established. As the European Union 
enlarges, data covering the new Member States will also need to be taken into 
consideration.”138  The EFA will need to be staffed with highly trained and experienced 
professionals, who in relatively scare supply, and it would be reasonably to expect 
personnel costs for the EFA to be significantly higher than those currently being incurred. 
 
Evidence drawn from the Member States strongly suggests that the Commission is under-
estimating the cost of staffing and operating an effective EFA which will have the wide 
range of responsibilities that are envisaged in, or implied by, the White Paper and the 
subsequent comments of Commission officials. 
 

A priority for the Commission is to estimate the cost of the proper discharge 
of the roles and responsibilities envisaged for the EFA. In particular, the 
costs of having a proper research function could be specified. 
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5.8 Location 
 
In order to perform its role effectively, especially if the EFA is to play a key role in risk 
communication, crisis management and the efficient operation of the proposed Rapid 
Alert System, the EFA will almost certainly need to be located in Brussels and close to, 
though  separate from, DG SANCO.  
 
Commissioner Byrne and the European Parliament have stressed that the EFA must be 
“central and accessible”—i.e. conveniently located for attendance at meetings by 
international scientists and consultants and for easy, face-to-face interaction with the risk 
managers in the Commission.139    
 

The EFA could be located in Brussels unless very good reasons as to why not 
are given. 

 
 
5.9 Links between the Commission and the EFA to the Member States and their 

National Competent Authorities 
 
The creation of a new organisation, such as an EFA, will only be worthwhile if it provides 
some added value over and above what is already being accomplished by the Commission 
and by the Member States.  The value added which the EFA will be able to deliver will 
depend very substantially on the way in which it relates to the National Competent 
Authorities (or NCAs) in the Member States.  Within the text of the White Paper, there 
are indications of a variety of different conceptions of the EFA’s role and relationship to 
the NCAs.  Discussions we had when researching this report, and questionnaires 
completed by Commission officials and staff in NCAs, suggest that several competing 
conceptions of the EFA are in circulation. The EFA being ‘all things to all people’ may 
bring politic success in the short-term but hide tensions ahead.  
 
One conception sees the EFA primarily as a manager of a multi-national network 
manager, while a second model represents the EFA as becoming something rather like a 
scientific court which will adjudicate in disputes about risk assessments that may arise 
amongst the NCAs. For example, Commissioner Byrne explained that “[t]he Authority 
must become the authoritative source of scientific advice and information on food safety 
issues.”140 Monsanto and Novartis have argued that “the EFA should have binding 
decision-making powers, e.g. in relation to safety evaluations of biotechnology products 
and regulatory compliance of commercialised products.”141 Some of the more ambitious 
commentators and protagonists are thinking of the EFA as a sort of scientific super hero 
which will take over responsibility for all food safety and nutritional risk assessments 
from the NCAs leaving national organisations merely with responsibility for policy 
implementation and enforcement. 
 
The relations between an EFA and the Member States, their NCAs and their food science 
expertise will be fraught with dilemmas. If the EFA is to do more than co-ordinate, and 
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manage a network amongst the NCAs, questions will arise concerning the ways in which 
resources and expertise will flow, and the bases upon which information and personnel 
will be exchanged?  Several commentators have suggested that it may well be appropriate 
to organise reciprocal placement between staff in the Member State NCAs and the EFA.  
The UK government, for instance, has recommended that “a Consultative Committee of 
the heads of National Agencies should be established to help the [EFA] in its work.”142 
 
Like the EEA and several other European agencies, the EFA may well be expected to act 
as a network manager, or in Kreher’s words: “…to create and co-ordinate European 
expert networks…in collaboration with the authorities and organizations in the member 
states.  These networks are supposed to facilitate the work of the agencies by ensuring 
that they have access to resources, that information at the European level is based on 
equivalent comparable data from the member states, and by encouraging the 
harmonization of measurement or data comparison methods.”143 On that view, European 
Agencies should have relatively narrowly defined technical functions, and not have 
responsibility for policy-making.  Similarly Dehousse has argued that “…European 
agencies are expected to act as network coordinators, rather than as central regulators.”144 
  He also argues that “[a]gencies owe their existence to a kind of paradox.  On the one 
hand, increased uniformity is certainly needed; on the other hand, greater centralization is 
politically inconceivable, and probably undesirable.  Regulation by networks is the 
Community response to this paradox.”145  
 
Representatives of the NCAs have widely welcomed the suggestion that the EFA should 
operate as network managers and a co-ordinating body, but there is virtually no 
enthusiasm at all amongst the NCAs for the EFA to take responsibility for determining 
which assessments and representations of food and nutritional risks will be adopted by 
EU policy-makers. 
 
If the EFA is to be just a co-ordinating body, its role will already be complex!  A co-
ordinator would need much in-house expertise. Even more would be needed if the EFA 
acted as a science court or a scientific ‘super-hero.’  It would also require multi-lateral 
communication and mediation skills.  A scientific super-hero or a science court would 
work in a quite different mode from mere co-ordination. There is some ambiguity in the 
Commission’s thinking on this point. Commissioner Byrne is reported to have said that 
he hoped that “the proposed consultative committee…would help to reinforce the climate 
of co-operation between the Authority and the scientists in Member States and their 
national agencies. He was determined, however, that the EFA should be the “single 
voice” on food safety for the EU. He did not wish to see it second-guessed by Member 
States’ agencies.”146  
 
Those remarks seem to imply that the EFA could both be a network manager and a 
science court, but those two roles may not readily be reconciled.  It is likely that the EFA 
will act to act as a manager of a European network, but operating a network will require 
sustained contacts and reciprocal visits and placements, which in turn will be labour 
intensive and expensive.  
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Lessons from the 1999-2000 UK-France beef dispute 
 
Some of the difficulties which might face the EFA as it tries either to manage a network 
of NCAs, or to become the first amongst equals, or to provide pre-eminent benchmark 
assessments of risks, can be gauged from an examination of the dispute between the UK 
and France over the lifting of the French ban on the import of British beef, under the 
provisions of the Date-Based Export Scheme (or DBES).  
 
The dispute between Britain and France about dismantling the ban on the sale of British 
DBES beef in France is often represented as if it were primarily a dispute about scientific 
risk assessments, but the available evidence indicates that that may be a 
misunderstanding. 
 
In the dispute between the UK and France, both countries have accepted that there is no 
guarantee that DBES beef is entirely free of the BSE pathogen.  This is widely referred to 
in scientific circles as PrPSc (the prion protein believed to be responsible for BSE).147 The 
European Commission’s Scientific Steering Committee has acknowledged, for example, 
that: “…the absence of PrPSc in currently detectable concentrations does not necessarily 
guarantee its absence.”148 The Committee also agreed that “…the certainty that a product 
contains a zero risk level can presently not be achieved for any bovine derived product in 
a country where native BSE cannot be excluded be it [i.e. whether] at high or low 
incidence levels…”149 The Committee agreed moreover that only few of the carcasses 
from the DBES would be contaminated, and the meat derived from those carcasses would 
have relatively low levels of infectivity. The dispute between the UK and France, 
however, is about whether or not those low levels of possible infectivity are acceptable.  
 
The French food agency AFSSA did not precipitate a dispute by advising French 
ministers not to lift the ban on British beef, rather AFSSA chose not to advise Ministers 
not lift the ban. AFSSA has open-ended terms of reference. It is at liberty to offer policy 
advice if it so chooses or merely to report on the science when that alternative seems 
more appropriate. When the TSE/BSE Ad Hoc Group of the Scientific Steering 
Committee met in October 1999 to discuss the advice from AFSSA to the French 
government, its discussion was not framed in terms of whether or not AFSSA’s 
evaluation of the risk was, or was not, correct, but focussed instead on:  
 
1. Do the opinions and documentation provided by the French authorities contain any new 
data, evidence or information which the Scientific Steering Committee has not previously 
taken into account? 
 
2. If there is any new information would it persuade the Scientific Steering Committee to 
change its advice, and  
 
3.  In the light of the answers to questions 1 and 2 “…could the [Scientific Steering 
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Committee] confirm (or not) its position that the conditions of the DBES, if appropriately 
respected, are satisfactory with regard to the safety of the produced meat and meat 
products?”150  
 
Therefore, when the Scientific Steering Committee supported the position of the British 
government and the European Commission, it was not insisting that British beef was 
perfectly safe, nor that AFSSA’s assessment of the risks posed by DBES beef were 
incorrect. 
 
There is overwhelming evidence from this example, and others like it, that Member states 
would not be willing to allow the EFA to be empowered to over-ride the risk assessments 
of their own domestic experts.  The evidence also indicates that disputes of the kinds 
considered here are not simply scientific disputes which can be resolved by creating a 
scientific judiciary.  The EFA will not be able merely to say: ‘We have the best scientists, 
trust us, and always and only accept our risk assessments’.  In fact, any trust in the EFA 
will have to be earned, rather than presumed. 
 
Moreover most disputes amongst Member States and their NCAs are not about contested 
risk assessments, but are concerned with risk management issues, for which the EFA 
should not be responsible. 
 

The relationship between a European Food Authority on the one hand and 
the National Competent Authorities of the Member States on the other needs 
to be urgently clarified.   
 
Will the EFA operate simply as a co-ordinator and network manager, or will 
it become the ‘first among equals’? 

 
 
5.10 Remit in relation to nutrition 
 
A distinctive characteristic of the White Paper is that it envisages the EU, DG SANCO 
and the EFA playing an active role in trying to promote public health and improved 
nutrition for EU citizens. This could give added depth to White Paper’s focus which 
otherwise might be seen as excessively on contamination as the (main) source of food-
related ill-health.  There is, however, some disagreement about exactly what the EFA’s 
involvement in nutrition might mean.  
 
A minimal interpretation of the nutrition role would give the EFA and DG SANCO a role 
to play in recommending which kinds of nutritional information could or should be 
indicated on product labels, but little more.  But even the White Paper does not suggest 
such a minimal role and is proposes new directives of food supplementation and 
fortification. A broader (and more useful) interpretation envisages the EFA and DG 
SANCO as having a role in health education and health promotion.  From this 
perspective, the EFA could play a key role in fulfilling the promise made under the 
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Amsterdam Treaty to give a high priority to public health across all EU policies.  That 
promise has so far not been fully implemented, although there have been useful 
beginnings in the Commission’s health reports.151 
 
This wider view of the public health role for the EFA is being supported by the consensus 
process known as the Eurodiet project which brought together a large number of EU-
based food and nutrition specialists within EU academic institutions to draw up nutrition 
guidelines, a health promotion strategy and an assessment of their policy implications. At 
the time of writing, these papers are being finalised after a convention at the University of 
Crete in May 2000. 152 The Eurodiet project is proposing a new Standing Committee on 
Nutrition but has not made recommendations about where it should sit.  
 
Some commentators have indicated that they would look to the EFA to help DG SANCO 
to draw up EU-wide nutritional and dietary guidelines.  Amongst the risks which the EFA 
will be required to evaluate there will also be a need to consider the nutritional 
implications of the consumption of novel food ingredients such as synthetic fats and 
artificial sweeteners.   
 
Some have argued that the EFA’s role should be primarily focused on food safety. 153  Yet 
the White Paper by including nutrition, is rightly taking a broader public health 
perspective. Chapter 2 of this present report clearly demonstrated the importance of food 
and nutrition alongside food safety to the overall health of the European public. Safety 
and nutrition should not be conceived as an either/or of public policy.  
 
On the other hand, given that poor nutrition, and especially over-consumption is evidently 
linked to widespread chronic ill-health and premature mortality and morbidity, there may 
be a strong case for the EFA and DG SANCO developing an active and interventionist 
Community-wide nutrition policy.  
 

The Commission / EFA should ensure that EU food policies are conducive to 
consumers being able to eat a diet which enhances health. Policies at the EU 
level need to work in harmony with national health promotion policies. The 
EFA could play a positive part in creating this common direction, linking 
nutrition and food safety.  
 
The Commission should consider where the proposed Standing Committee 
on Nutrition should be based. For management purposes, if it is based in 
Public Health section of DG SANCO, while being answerable to the Council 
of Ministers as are all Standing Committees, how will it relate to the EFA? 
 
A key nutrition function for the Commission / EFA could be to monitor the 
impact of EU policies on food-related health. 
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5.11 Enforcement 
 
The White Paper talks at length about the importance of the EFA and the Commission’s 
responsibilities for food safety and nutritional policy-making, but it says far less on the 
crucial topic of ensuring that policies are implemented and enforced.  From our 
interviews with, and questionnaire responses from, representatives of the NCAs, their 
experts advisors, and other key stakeholders, it is evident that there is considerable 
unevenness in the ways in which existing policies, directives and regulations are being 
implemented and enforced, and consequently many well-informed observers have argued 
that improving EU-wide regulatory policy-making procedures will accomplish little 
unless and until standards of compliance and enforcement are substantially harmonised 
and improved. 
 
There are considerable problems amongst several of the national and local enforcement 
authorities in parts of the EU.  In some places the resources available to them have been 
declining, while the expectations of them have risen.  There has been some 
decentralisation and privatisation. The Commission, in the form of the DG SANCO’s 
Dublin-based Food and Veterinary Office (FVO) has contributed to the improved 
implementation and enforcement of anti-BSE regulations, but the intense scrutiny to 
which those activities have been subjected has almost certainly results in shifts of 
resources away from other aspects of food safety regulatory enforcement which are also 
very important.    
 
One key problem is that often the NCAs are poorly informed about the extent of 
compliance and enforcement even in their own jurisdictions, and consequently it will not 
be easy for the Commission or the EFA to obtain reliable and accurate reports of 
enforcement throughout the Community unless and until Member States sort out, and 
adequately resource and manage, their internal enforcement systems, including their 
national reporting and oversight systems.   
 
More than one informant for this report stated that the key challenge for the EC is how to 
improve management.  There is no point having a national or EU-wide body conducting 
food safety inspections at the local level, when this is the kind of food control work which 
can best be delegated to be done at the local level. The challenge is to make the local 
systems work well.  If food safety controls are not working – rising food poisoning 
figures suggest this is the case – then what the EC needs to do is to get each level of 
responsibility to work better.  The EC White Paper has not faced this issue, merely 
focussing upon the creation of another tier of responsibility, without recognising that 
existing structures need to be improved. 
 
The EFA’s credibility will depend on the Commission’s willingness to act on its advice 
and to ensure proper enforcement.  If it does not, the EFA is in danger of being seen to be 
responsible for a failure to act. The White Paper proposals do not provide an adequate 
response to the complaints about inadequate and inconsistent compliance with food safety 
requirements across the EU. When the Commission operationalises its proposals for the 
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EFA, as the Lords stated, it should “specify precisely how surveillance is going to be 
conducted on a Community-wide basis and how the EFA is going to play its part in 
assessing compliance with food regulations, either directly or via the Food and Veterinary 
Office.”154 
 

The Commission could work with existing NCAs to agree a common strategy 
for improving and monitoring local food control systems.  
 
The EFA could work with other transnational institutions such as the World 
Health Organisation European Region to provide a useful liaison point 
between the local, national and region and to encourage the sharing of ‘best 
practice’ between local food control officers across Europe. 

 
The unevenness of inspections is a hard nut to crack.  Interviewees made clear to us that 
there is no harmonisation of inspection or of the skills needed for inspection across the 
EU. There is a long history of wrangling over which profession should conduct 
inspections. Inspections in different countries are conducted by veterinarians, food 
technologists and in the case of Ireland and the UK environmental health officers.  Since 
the EU has a high level of food imports and exports – it is not a food ‘island’ – it is 
questionable as to whether the harmonisation of food inspection skills is something the 
EU should do on its own. One possibility is that a body such as the World Health 
Organisation, or the WHO- European Office, should be involved in helping transnational 
groupings to work together to harmonise and / or improve their training function.  The 
advantage of a body such as the WHO European Region is that it can work with 
governments and authorities beyond EU borders with whom the EU trades.  Even for 
countries which are not in the EU accession queue (such as Slovenia, Poland, etc.), the 
EU acts as a magnet for trade.  
 
One possibility is for the EU to liaise with the WHO-E to set up and co-ordinate a 
network of Universities to prepare a common element to insert into the curriculum for 
food inspectors, whether these be veterinarians, food technologists or Environmental 
Health Officers.  This could help improve the standards of inspections and 
implementation.   
 

The Commission could, with others such as the WHO European Region, 
clarify the educational prerequisites for effective food control management 
and work with the key professions to create a pan-European core element in 
training. 

 
Currently the FVO has responsibilities which relate only to the veterinary aspects of food 
safety, and many national and Commission officials, and industry and consumer 
representatives, have argued that either the FVO’s remit should be expanded to cover all 
issues of food safety, or an analogous FVO-type body will need to be created to cover all 
those aspects of food safety not currently within the FVO’s purview.  
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There has been, moreover, a lively debate about how the status of the FVO might change, 
as and when an EFA is established.  Officials within DG SANCO have argued that the 
responsibility for ensuring that Directives and regulations are properly enforced is part of 
risk management policy-making and therefore the FVO and any analogous bodies should 
be answerable to DG SANCO and not to the EFA.   On the other hand, many officials in 
the NCAs and in stakeholder groups have challenged that view by arguing that unless the 
FVO’s agenda and reporting procedures are directly accountable to the EFA, the newly 
established Authority will not be able effectively and appropriately to discharge its 
responsibilities. 
 
Most commentators agree that ultimately the EFA and FVO should be merged.155 
However, whether the legal basis exists to all the merger of the FVO with the EFA 
remains to be clarified. Whatever the final managerial and structural arrangements for the 
EFA, the EFA must have the right of immediate access to all FVO analyses and findings, 
particularly if the EFA is going to be heavily involved in, and indeed responsible for, the 
Rapid Alert System.  

 
The relationships between the EFA and the Commission’s Food and 
Veterinary Office (FVO) could be clarified.  There may be scope for either 
extending the FVO’s remit to cover all kinds of foodstuffs, and not merely 
those of animal origin, or creating an analogous body monitoring 
enforcement of regulations on plant-derived foodstuffs. 
 
Considerations could be given to giving the EFA a role in setting the agenda 
of the FVO and its analogues, and ensuring that the EFA is always fully 
informed about the findings of the FVO, and any analogous bodies. 

 
 
5.12 Research 
 
Earlier in this document, considerable attention was paid to the widespread problem of 
scientific uncertainty which profoundly complicates food safety policy-making.  It is 
consequently not surprising that there may be considerable scope for scientific research to 
contribute to diminishing some or even many of the uncertainties with which risk 
assessors and risk management policy makers have to grapple. All EU member States are 
investing some resources into food safety scientific research, and the Commission is 
devoting some of its research budget to this area. There have been occasions when 
members of Commission expert advisory committees have been invited by DG-XII to 
recommend scientific research which they would find useful, but those same members 
have subsequently complained that their proposals have only very rarely been 
implemented. 
 
There has, moreover, been a chronic problem of poor co-ordination amongst the separate 
research programmes of the Member States, and between their activities and those 
supported by the Commission.  There is evidence that, from time to time, there has been 
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considerable duplication of effort.  That duplication has come to light, moreover, only at a 
relatively late stage in policy deliberations.  A strong case could be made for the claim 
that the EU would benefit from  improved co-ordination of scientific, surveillance and 
research efforts. It needs  a coherent, systematic prospective research policy and 
programme, rather than a cluster of short-term post hoc and ad hoc responses to crises.  
 
Until the BSE crisis of March 1996, most Member States were very poorly informed 
about what each other’s research priorities and programmes were, and there was some 
evident reluctance on the part of some countries to share information and plans.  There 
has been some distinctive improvements since the summer of 1996, but there is very little 
evidence of a wide spread willingness to co-ordinate Community-wide collaborative 
research programmes.   
 
Some senior officials, especially in DG SANCO seem to envisage that, as part of its role 
as network manager, the EFA will have a key role to play co-ordinating national research 
activities, but that plan is not widely accepted within Member States.   Some senior 
national officials have, for example, argued that research co-ordination can only be 
achieved by an organisation which is paying for, or at any rate towards, the research that 
is being co-ordinated. National research funding bodies will not hand over their control of 
the projects and programmes which they are funding to the EFA unless it makes a 
substantial contribution towards the costs of those programmes and projects.  Officials in 
many of the NCAs have argued that research co-ordination cannot be imposed from 
above, but needs to be bottom-up.  If the EFA is to play a role in co-ordinating research, it 
will have to start from a relatively modest base, and try to expand its role through the 
investment of project and programme support. 
 
There is, on the other hand, widespread support for the view that the EFA may need to 
have its own dedicated team of scientific laboratory-based staff able to provide scientific 
and technical services to the EFA, and to have its own analytical and testing laboratories, 
and investigative facilities.  Some at the Commission have proposed that the 
Commission’s Joint Research Centre at ISPRA should be developed to serve this precise 
function. That proposal is, however, contested.   
 
On this topic, the UK House of Lords Select Committee report commented: “The White 
Paper (paragraph 19) stresses the importance of liaison with the Commission’s Joint 
Research Centre (JRC) [i.e. the Institute for Health and Consumer Protection at ISPRA, 
part of the European Commission’s Joint Research Centre.]. In 1997 our sister Committee 
on Science and Technology said of this body that the concept of a large corporate research 
laboratory, with ring-fenced funding, was “outmoded” and that the JRC’s mission had 
been “allowed to drift beyond recall”. The Committee recommended that “the JRC’s 
directly funded core operations should be confined to the few matters where a distinctly 
EU view of the questions involved is essential”, and that its work should be open to 
competition, peer review and independent assessment. 
 
The White Paper is not very specific on how liaison with the JRC is to be handled. In a 
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useful collection of informed opinions, the UK House of Lords inquiry into the EFA, 
concluded that the research function urgently needed to be tightened. The Consumers in 
Europe Group (CEG), for instance, expressed concern about the compatibility of the 
research criteria of the JRC in food policy and the research and analysis needs of the EFA 
(p 65). Professor James, one of the three professors whose report for the Commission 
helped prepare thinking about the EFA, told the Lords’ Committee that there was a need 
for “a far more effective integrating and interacting process” between the JRC, the 
scientific committees and the Commission’s Research Directorate-General (Q 22). Mr 
Meekings [of the UK government’s Joint Food Standards and Safety Group, a shadow 
agency pending the launching of the Food Standards Agency] said it was important to 
draw on the resources of research and expertise from the whole Community, not just 
those within the Commission institutions at the centre. Since the Commission had an 
interest in steering work towards the JRC in order to justify its viability, Member States’ 
laboratories with possibly greater expertise could be denied the opportunity to tender for 
research contracts. He felt there was “a very definite awkwardness”, and lack of clarity, in 
the White Paper’s references to the JRC and its supposedly central role.  
 
Perhaps most critical of all was evidence from Professor Baker [of the UK’s 
Biotechnology and Biological Sciences Research Council] who stated: “We do not see 
(the JRC) as the highest class that one would wish to see in the research arena. I think it 
would be very regrettable if in some ways (the Centre) gained an inside track...” 
 
In response to such concerns, Commissioner Byrne assured the UK inquiry that the JRC 
had competence in the food area. A separate Institute for Health and Consumer Protection 
has been set up at the JRC’s headquarters in ISPRA, headed by a new director and with (it 
was later learned) over 200 members of staff. When asked whether the EFA would draw 
on advice from the JRC because it represented “best science” or simply because it was 
there, Mr Byrne conceded that it was not necessarily the best source of advice, but it was 
a resource that would be available to the Authority. He confirmed that the EFA would be 
able to turn to experts anywhere. 
 
The Lords’ conclusion was that: “We deprecate the implied assumption of the White 
Paper that in-house science is necessarily the best. In the case of the JRC, we believe that 
the concerns expressed some three years ago by the House of Lords Science & 
Technology Committee remain valid today; we are therefore disturbed by the 
Commission’s apparent bias towards the JRC. If only in terms of its public image, we do 
not see how the EFA can possibly achieve the authoritative status envisaged so long as 
there is scope for suspicion that the JRC is being given an inside track, unexposed to peer 
review, in providing advice on matters of food safety.”156 
 
There is widespread support for the view that while the EFA would almost certainly 
require professional laboratory support, and may well need its own dedicated laboratory, 
the Authority should be at liberty to decide for itself how it wishes to obtain scientific, 
technical and laboratory support, and should not be under any obligation to rely on the 
JRC at ISPRA or any other particular existing facility. 
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The EFA will require a proper research function, budget and capability. 
Considerations could be given to estimating what will be required, and how it 
could best be provided.  
 
The EFA might either build up its own research institution(s) or create a 
research programme through contracts with existing national or 
international facilities. 

 
 
5.13 Rapid Alert System 

 
Both the European Commission’s (and many Member States) current rapid alert systems 
clearly stand in need of some reform and improvement. Stakeholders contacted during the 
course of researching this report broadly welcomed the White Paper’s proposals for an 
improved the EU’s rapid alert system.   
 
Under current arrangements, the Commission can only become involved in relation to 
products which are already on the market in more than one Member State, and if those 
products are subject to restrictions by at least one Member State. Commission staff, 
especially in DG SANCO, appreciate the limitations of those rules. The Commission 
appreciates, moreover, that an EU-wide rapid alert system will need to respond more 
rapidly and flexibly than is currently feasible. The Commission approach has been 
codified in its vademecum on this topic.157  
 
In particular, since the Commission cannot be responsible for responding to problems 
which the Member States do not bring to the Commission’s attention, the Commission 
has proposed to place obligations on Member States to disclose all relevant information 
to the Commission at the earliest possible opportunity. 
 
Crisis management can, however, only work if the body responsible is not just well 
informed about the theories and evidence produced by the scientific community but also 
about what is taking place on farms, in abattoirs, in food processing plants, and in the 
distribution and retail chains, as well as in the preparation of foods for final consumption. 
The responsible body will also have to have executive authority, and the ability not just to 
make decisions, but also to ensure that those decisions are implemented.  If the EFA is 
primarily, or exclusively, a science-based risk assessment body it is not obvious that it 
will have a major role to play in crisis management.   
 
Currently, when a crisis such as BSE or dioxin contamination occurs, it does take the 
Commission too long to gather the relevant expertise from which appropriate risk 
assessment advice can be obtained.  The creation of an EFA, and its permanent location 
close to DG SANCO should help in this regard.  On the other hand, if the EFA is a purely 
scientific advisory body then it will be able to contribute only marginally to crisis 
management and the operation of a rapid alert system, the main responsibility for which 
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must remain with DG SANCO, because only it can have direct managerial control.  
 
Interviewees for this report expressed the need to improve inter-professional working at 
all levels: local, regional, national and EU-wide. Flows of information need to be 
improved both vertically and horizontally. As one interviewee put it, information should 
not need to flow via Brussels to get to neighbouring authorities. In order to improve 
professional liaison at the local level, the Food Safety Authority of Ireland has begun to 
use its good offices to host routine meetings of safety-related professionals who otherwise 
might not have met.158 The goal is to create a culture in which people know each other’s 
roles. This is a structural prerequisite for response in crises.   
 
The EFA could also draw upon the experience of the EU Environment Implementation 
(IMPEL) Network of environmental law inspectors. This network involves professionals 
from relevant national authorities and the Commission in the field of practical 
implementation of Community measures.159 Such good practice could be usefully 
exchanged and pooled by the EFA (see also section 5.16 below on the experience of 
EMAS).  
 

The Commission should clarify how best to modernise the Rapid Alert 
System, drawing upon the best practice of Member States and of 
international bodies.  It should then clarify the extent to which an EFA could 
or should be involved in the risk management and risk communication 
aspects of the operation of that rapid alert system. 

 
 
5.14 The view of science 
 
The White Paper states that the EFA must “ be guided by the best science.” 160 This 
phrase is ambiguous. Does this mean that the scientific basis of policy must be based 
upon evidence that satisfy the standards of proof normally required in peer-reviewed 
academic publications? Or does it mean that it must be guided by science, which makes 
the best effort to recognise the limitations of existing knowledge and of the need to take 
action in conditions of scientific uncertainty? Drawing on the practices and experiences of 
Member States, options for managing the uncertain and contested character of science as 
it contributes to policy-making needs to be more specifically analysed.   
 
As was argued in Chapter 3 above, the White Paper represents a transition in the 
Commission’s thinking about the role of science in policy-making from what we have 
called the Classical Model to the Modern Model.  It would be useful if the Emerging 
Model, too, was incorporated into the policy framework of the EFA.  
 
A possibility raised in the research for this report has been the value of applying the 
lessons of evidence-based healthcare to food safety and food policy. Under this approach, 
systematic reviews of the effectiveness of interventions are conducted before advice on 
best practice can be given. Randomised control trials are used as a ‘gold standard’ for 
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both good science and good advice in this approach. It is having considerable impact 
upon the evaluation of drug-based therapies, for instance.  
 
How useful would this approach be in food safety?  It could be argued that the evidence-
based approach may be useful in healthcare but be less easy to apply to food safety where 
the variables for intervention are highly complex. It could also be argued that such a 
judgement would be premature and that the Commission could usefully explore the basis 
and process for generating evidence of effectiveness.  The discussion given in Chapter 3 
suggests that the notion of evidence-based science might itself be misleading and imply 
that the relationship between science and policy-making is linear when it is not.  In 
reality, as was argued above, the relationship is more complex. Social considerations, as 
the Emerging Model given in Chapter 3 suggests, inevitably frame the questions science 
is asked to ask. In health promotion, for instance, using the prospect of randomised 
control trials as the sole arbiter of effectiveness is questionable.161 
 

The phrase ‘guided by best science’ oversimplifies the nature of the policy-
making process and is actively misleading.   
 
Experience within the EU among Member States as well as food authorities 
and agencies elsewhere could be drawn upon to develop a realistic account of 
the role of scientific considerations and of the best use of experts in the 
policy-making process.  

 
 
 
5.15 Legislative powers 
 
The White Paper talks about “bringing coherence to the corpus of legislation”.  The 
White Paper makes 84 proposals for action, including legislative changes and 
consolidation.  
 
The main weakness of the White Paper in this respect is that there is transparency about 
the method of allocating priorities to the 83 proposals besides the creation of the EFA. 18 
are stated to be ‘priority measures’ but it is not clear on what scientific grounds these are 
accorded this status. For instance, chapter 2 above has shown that although the incidence 
of food poisoning is unnecessarily high and rising, the toll of premature death due to 
nutrition-related disease is both enormous and preventable. If ‘best science’ is the 
yardstick upon which EFA and Commission action is to occur, then priority ought to be 
accorded to the legislative basis for tackling nutrition-related ill-health.   
 
Options for supplementing and clarifying the Commission’s powers and that of the EFA 
need to be reviewed, drawing on the practices and experiences of Member States. 
Interviewees for this research questioned whether sufficient thought has gone into the 
practical details of food control, as underpinned by legislation. For example, to what 
extent should the EFA and/or DG SANCO have the powers to collect food samples for 
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analysis within the jurisdiction of Member States? How should powers and 
responsibilities be distributed as between the Member States on the one hand and the EU 
on the other?  These are serious issues which can affect how efficient and effective any 
system of food safety is.  It further underlines the importance of the issues we have 
termed the problem of levels.  There is already considerable nervousness among MSs 
about the powers of the EFA vis a vis existing NCAs. 
 

The Commission could clarify the demarcation of roles and responsibilities 
between the EFA, Member State NCAs and other regional and local 
authorities.   
 
The Commission could clarify the basis for its legislative priorities and 
explain them by reference to how they benefit public health, consumer 
confidence and choice. 

 
 
5.16 Performance indicators 
 
The White Paper provides no detail as to how the CEC/EFA are to be judged for 
improving EU food safety, nutrition and other issues that the Commission accepts are of 
public and public health concern.  This is a serious omission and needs to be rectified if 
the EFA is to provide substantive improvements rather than nominal changes.  
Interviewees for the present research raised many questions about this issue.  There was a 
strong feeling that indicators could be of value but that it would be folly to set unrealistic 
ones.  Food standards that remain good only in theory will have little impact in practice. 
The goal has to be set up systems of training at the farm, factory, retail and catering level 
to transform food culture in the long to deliver food standard. 
 
Another danger raised by interviewees from a food control background is that indicators 
can fuel a new bureaucratic mentality in which ‘ticking boxes’ replaces a genuine 
transformation of food safety culture.  This would undermine the Hazards Analysis 
Critical Control Point (HACCP) approach, subscribed to by the Commission and most 
Member States and NCAs. The HACCP approach attempts to build in a safety 
consciousness into everyday food processing culture and targets managerial attention and 
resources to the sources of potential threats. 
 
Another concern raised is the process of choosing indicators.  What indicators should be 
used? Who should set them? Who should monitor performance?  The Commission 
should direct more attention to these questions as a matter of priority. There is a danger of 
raising false consumer expectations.  Experience among EU MSs which created food 
agencies decades ago suggests that it takes a long time for them to have a measurable 
effect on food safety and that a state of permanent vigilance is a prerequisite for 
successful impact.162 What is required is a permanently improving feedback loop, fed into 
by policy requirements. A representation of the process envisaged is given in Figure 8. 
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Fig 8  Food Quality Control Continual Improvement Loop 
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The goal of this Food Quality Control Continual Improvement Loop should be to develop food 
quality standards that work alongside existing quality control systems. The most important 
currently is the body of standards produced by the International Organisation for Standardization 
(ISO) first set out in its standard ISO 9000.163 This was developed to ensure quality between 
customer and provider. ISO 9000 is based on a simple four stage process of (1) commitment (2) 
plan (3) act and (4) review.  The aim of this process is to lead to continuous improvement in 
quality, whatever the product or process involved.  The whole point of developing a quality 
system is to improve quality at the farm, or factory or catering level.  The ISO system is 
designed to improve actual practice not just to ‘tick boxes’. 
 
Since the ISO 9000 quality standards were developed and implemented by companies world-
wide, ISO has developed standards to tackle environmental issues and promote improved 
environmental performance in business. The international standard for environmental 
management broadens the concept and practice of quality control between customer/supplier to 
deal with outside factors of the environment with other stakeholders. The voluntary worldwide 
standard produced is ISO14001. 164  The EU has further adapted this voluntary approach 
promoted by the ISO to create a regulation called the Eco Management Audit Scheme 
(EMAS).165  New Revisions to EMAS provide a distinct advantage over the ISO standard in 
being more public and involving more consultation with social partners, a feature of direct 
relevance to the challenge of food quality, as is recognised by the White Paper.  
 
Based upon experience of using ISO14001, the International Organization for Standardisation 
(ISO) has produced this year a further standard dealing with the production of performance 
indicators, known as ISO14031. This outlines standards of how to produce management 
performance indicators, operational performance indicators and environmental condition 
indicators.  
 

The Commission / EFA could work with the International Organization for 
Standardisation (ISO) and the Commission’s own team which has revised the EU 
Eco Management Audit Scheme (EMAS). 
 
The Commission / EFA could develop standards for food quality systems to 
improve performance, using common performance indicators. This would be 
modelled on the best international practice, embodied in the ISO9000/14001/14031 
series of standards, together with the consultative systems embodied in EMAS, and 
set new standards for the food sector. 

 
The goal of the new EU food quality system standards should be to encourage 
performance indicators at company level which are linked to indicators set and 
monitored by the EFA. In turn, the EFA could be set clear performance indicators 
to monitor the reported incidence of microbiological food poisoning, levels of 
chemical contamination, improvements in the incidence of nutrition-related 
diseases and other sources of diet-related ill-health.  
 
DG SANCO could undertake the above processes in collaboration with the 
European Parliament’s Committee on Environment, Public Health and Consumer 
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Policy and representatives of Member States’ NCAs. 
 
Such EU performance indicators could in turn be applicable to Member States’ 
own NCAs as well as to the EFA and DG SANCO. 
 

 
5.17 Consumer involvement 
 
At the heart of the restructuring proposed by the White Paper is a desire to win (back) public 
confidence in the EU role in food safety. The Bureau Européen des Unions de Consommateur 
(BEUC) has stated that BEUC had never pushed for the creation of the EFA, implying that it did 
not see the EFA as the solution to consumer-perceived problems, but that the EFA was response 
to crises and that the Bureau would in principle support it.166  This state of affairs is less than 
desirable. The Advisory Committee on Food, a consumer stakeholder committee, created by DG 
III in 1975 last met in February 1997!167 The White Paper, under Action Plan 81, rightly 
proposes to resuscitate this body as an Advisory Committee on Food Safety, a move to be 
welcomed. 168 However, there might be problems in assuming that consumer interests are only 
on food safety matters, rather than wider food policy issues. Nutrition for instance ought to have 
equal emphasis. 
 
There is now considerable experience across the EU among Member States, as well as beyond 
the EU, of how different agency régimes approach and manage consumer involvement and 
relations with regard to food policy. Examples include, from outside the EU, the US Food and 
Drug Administration, the Australia – New Zealand Food Authority, and from within Europe 
(both inside and outside the EU), the Nordic Council. Structures, traditions and policies with 
regard to consumers vary considerably and are evolving constantly.   
 
There is some conceptual variation among MSs as to what a ‘consumer’ is. The Food Safety 
Authority of Ireland, for instance, has a policy with regard to appointments to its Board of 
having no-one employed by the food industry. This it defines as being farming, food processing 
and retailing; it does however include a cook. The UK Food Standards Agency, by contrast, has 
people on its Board from industry. It has used the argument that all Board members are 
consumers. Some capacity of the EFA to win and retain public support and confidence is likely 
to be increased by stakeholder involvement. 
 
Useful lessons in widening consumer participation in food quality and standards setting already 
exists in Member States. The Scandinavian tradition of consensus conferences is one. More 
recently, the Food Safety Authority of Ireland has set new levels for winning consumer 
confidence by excluding food industry representatives from its Board. And the UK Foods 
Standards Agency has set a precedent by holding some Board meetings in open session and by 
circulating full minutes.  
 

The EFA could operate under a principle of including formally designated 
consumer bodies into the EFA management structure. These representatives could 
in turn be accountable to wider consumer constituencies. 
 
The EFA could draw upon best practice in Member States for example by 
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excluding non-consumer interests from its top decision-making level. 
 
The EFA could broaden the notion of consumer to include ‘public interest’ or 
‘citizens’ groups.  

 
The Commission could create a wider role and remit for the proposed Advisory 
Committee on Food Safety and should ensure that it does not just focus on safety 
but wider public health aspects of food as well. The committee could retain the 
older name of Advisory Committee on Food to allow equal emphasis on 
microbiological and nutritional aspects of food safety. 
 
The Commission should draw on the practices and experiences of Member States to 
generate options for stakeholder consultation and/or participation. 
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Chapter 6  CONCLUSIONS 
 
The report has explored a number of key scientific and technical questions underpinning the 
Commission’s proposals to improve food safety within the EU.  The situation is highly complex 
and raises sensitive questions about subsidiarity.  Critics have informed us that the proposals 
will adds further detail to already labyrinthine food control systems, which may already be 
failing – why else is food poisoning, for instance, apparently rising?   
 
This pessimistic view is legitimate but perhaps not altogether helpful. The report has sought to: 
• Review key problems in food safety, as requested by STOA 
• Explore existing and proposed structures  
• Suggest policy and practice options which may help improve current Commission proposals 

and thinking on food safety.  
 
This final chapter does not summarise the whole report but adds further emphases to existing 
themes. 
 
 
6.1   Key Issues 
 
DG SANCO currently has weak mechanisms for gathering and generating scientific and 
technical information. Unless arrangements are changed the EFA will inherit these mechanisms. 
 The existing EU expert advisory committees are not adequately informed about what is actually 
happening on farms and in food processing plants. The UK House of Lords Select Committee’s 
review of the proposal for the EFA remarked that: “There are no formal mechanisms for 
obtaining and analysing data from Member States; the committees’ risk analyses are therefore 
often theoretical and do not deal with risks that occur in practice…”169  There is therefore 
considerable scope for improvement in these respects if DG SANCO and the EFA are to make 
significant improvements to food safety and nutritional quality in the EU. 
 
A central question is whether or not the EFA should and will be provided with an explicit set of 
socially legitimated policy framing assumptions about its remit and responsibilities, and which 
kinds of risks it should address and how, and how evidence is to be generated, selected and 
interpreted?   Part of the assumptions, which the risk assessors will need to make, will concern 
the kinds of regulations which would, and which would not, be effectively enforceable.  The 
EFA must be expected to make some assumptions about the extent to which EU regulations are 
being, or would be, obeyed.  Neither the EFA nor DG SANCO should presume 100% 
compliance, either in their risk assessment deliberations, or in risk management decision-
making. 
 
It will be vital to decide whether the EFA should provide only scientific advice or whether it will 
also be expected to provide policy advice, or specific policy recommendations.  Many 
commentators, protagonists and interviewees for this report have argued that the EFA should: 
• indicate the existence and significance of food-borne risks; 
• describe what the available evidence indicates; and  
• assess how adequately those risks have been investigated.  
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The EFA should also draw attention to which further investigations could be undertaken and 
what might they show.  The EFA might also be expected to indicate its best estimate/guess of 
the magnitude of the risks and benefits, and how they might be distributed, and the extent and 
significance of the uncertainties.  There is moreover widespread support for the suggestion that 
the EFA have an obligation to indicate the extent and significance of the scientific uncertainties, 
and the limitations of the available science, and the potential scope for the exercise of 
precaution, but there is little support outside DG SANCO for the suggestion that the EFA should 
provide specific policy recommendations to DG SANCO or to the Member States and their 
NCAs. 
 
Another question therefore is whether the EFA or DG SANCO, or both, should be obliged to 
indicate how it operationalises the precautionary principle in ways which give the benefit of the 
doubt to consumer protection. 
 
A decision will also need to be taken on the question of whether the EFA should always conduct 
independent searches and checks for available data, rather than merely accepting those items 
included in commercial or national technical submissions and dossiers?  Some have argued that 
all the criteria for inclusion and exclusion of evidence should be set out, and the criteria for 
excluding potential evidence of risks should always be no less strict than for contrary evidence. 
 
A decision will also need to be taken on the question of whether the responsibility for deciding 
policy should always and only lie with DG SANCO.  Should DG SANCO indicate how it 
juxtaposes potential risks and benefits to consumers?  Should it also stipulate how it exercises 
precaution?  If the approach outlined in the discussion of performance indicators (Chapter 5 
section 5.14, above) was to be adopted, there would be a need to set up a sound system for 
monitoring and evaluation. This would require the back-up of further studies. 
 
A decision will also need to be taken on the question of whether or when the EFA’s advice 
should be binding on the Commission and/or the Member States and their NCAs? Many argue 
that risk assessment advice from the EFA should just be treated as non-binding advice? The 
legal role of the EFA in these matters remains to be clarified. 
 
A decision will also need to be taken on the question of whether expert scientific advisors 
should always be required to draw attention specifically to the uncertainties in the scientific 
bases of their risk assessments?  Should those scientific expert advisory committee also be 
expected, or even instructed, to conduct and report on sensitivity analyses of their risk 
assessments as a function of changing assumptions, and should they also be expected or required 
to provide comparative risk assessments as between competing technologies.  For example, 
instead of just assessing the risks of using individual pesticides, should the EFA not also 
consider the relative risks of using pesticide as compared with integrated pest management 
and/or organic farming?   Should the risks from chemical preservatives be assessed in isolation, 
or by comparison with other possible technologies such as canning, drying or freezing? 
 
There is a widespread consensus that crisis management, and a rapid alert system, can only 
function effectively if the body responsible is not just well informed about the theories and 
evidence produced by the scientific community but also about what is taking place on farms, in 
abattoirs, in food processing plants, and in the distribution and retail chains, and in the 
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preparation of foods for final consumption. The body responsible for crisis management will 
also have to possess executive authority, and the ability not just to make decisions, but also to 
ensure that those decisions are implemented. If the EFA is to be primarily a scientific advisory 
body then crisis management must remain the responsibility of DG SANCO, and not the EFA. 
 
 
6.2 Priorities 
 
The Commission seems currently to be operating with a wide list of goals, rather than with a 
clear strategy with distinct priorities.   Many commentators in the NCAs of the EU’s Member 
States have argued that the most urgent requirements are for the EU to establish a proper control 
regime for animal feedstuffs, including a positive list control system to specify what may be 
included, and what is otherwise banned from the animal feed chain.  
 
It is widely acknowledged that the EU’s regulatory regime on GM foodstuffs, and GM seeds is 
in a state of flux, and needs urgently to be clarified.  
  
Although the rules governing the labelling of GM foods have recently been clarified, there is 
widespread agreement that much of the rest of the Community’s food labelling rules needs to be 
clarified and updated.170  The UK government has indicated, for example, that it believes that 
the remit of the EFA should be broad enough to include food labelling.171 Above all, this report 
has suggested that the EFA should balance the needs of both food safety and nutrition and not 
set them as divergent goals. European citizens want their food to be both safe and nutritious (and 
produced in an environmentally sound manner). 
 
There is, perhaps, the broadest Community-wide consensus that there is a need to harmonise 
standards of food law enforcement, and that harmonisation needs to bring standards up to the 
highest prevailing in the EU rather than down to the lowest common denominator. 
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ANNEX 1  STOA Survey on European Food Policy on Food Safety   
 
Introduction 

As an expert on your national food regulatory system – or representative of a 
respected national food body - you have been sent this questionnaire to 
ensure that your views can be taken into consideration in the preparation of 
advice to the European Parliament concerning the European Commission’s 
current proposals for the reform of EU food safety policy and the 
establishment of a European Food Authority.  
 
The questionnaire should take approximately 15 minutes to complete.  
 
We would appreciate it if you would complete this electronic copy of the 
questionnaire and return it to the address shown on the next page. 
 
The questionnaire has four key aims 
 
a) To establish how responsibilities for the scientific and the political 

dimensions of consumer and environmental protection aspects of food 
policy-making (i.e. Risk Assessment from Risk Management) are currently 
organised in the EU and in Member States. 

 
b) To establish the extent of transparency and accountability of food safety 

policy-making in the EU and in Member States. 
 
c) To establish how Member States’ National Competent Authorities* currently 

relate to the EU bodies on Risk Assessment and Risk Management, and of 
how you expect the current situation to change.  

 
d) To clarify how current Rapid Alert Systems within the EU work, and also 

examine how you think the revised EU Rapid Alert System will work. 
 

-------------------------------------------------------------------------- 
 
*Definition: The term National Competent Body refers to the Ministry, 
Department or Agency (or collection of such bodies) in each Member State 
responsible for the food safety policy. 
 
Abbreviations 
EU   European Union 
EC   European Commission 
DG SANCO DG Health and Consumer Protection of the European 

Commission 
FAO   UN Food and Agricultural Organisation 
WHO   World Health Organisation  

 
 
Please e-mail the completed Questionnaire to:   

m.eames@sussex.ac.uk 
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Or FAX to:  +44 (0) 1273 685865  

Dr Malcolm Eames 
SPRU – Science and Technology Policy Research 
University of Sussex 
Brighton  
UK   ------------------------------------------------------------------------------------------ 

 
 
 
Return Details (please complete in the space provided)  
Questionnaire Completed by:  
 
Name:    
 
Position:   
 
Organisation:  
 
Country:  
 
Telephone:  
 
E-mail:   
 
 
Note: To complete the questionnaire simply type an “X” immediately following the 
relevant box for each question i.e. 
 

�Never �XSometimes   �Usually   �Always 
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1. Risk Assessment and Risk Management 
 

 

 

1. Is the policy-making process in your Member State divided into separate risk assessment and risk management activities?  

 
�Never �Sometimes   �Usually   �Always 

 
 
2. Is risk assessment deemed to be a purely scientific activity?   

 
�Yes  �No 

 
 

3. Are the scientists responsible for risk assessment also involved in risk management 
decision-making?   

�Yes  �No 
  
 

4. Who produces your Member State’s risk assessments? (Please mark any that apply) 

 
 a) scientific experts not directly employed by your government  

�Yes  �No   
  
 b) scientists working as civil servants     �Yes  �No   
 
 c) civil servants not working as scientists   �Yes  �No   

 

5. Do your Government’s expert scientific advisors provide advice on any, some or all of the following? (Please mark all 

that apply) 

 

  ����  a) The existence of possible hazards  

  �  b) Estimates of the magnitudes of the associated risks  
  �  c) The probabilities of occurrence of adverse effects   
  �  d) The extent and limits of scientific knowledge associated  
            with such risks  
  �  e) The scope for exercising precaution  
  �  f) The likely consequences of adopting various policy options  
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6. Do your Government’s expert scientific committees recommend the adoption of particular 
policies?  

�Yes   �No 
 
 
7. Do your Government’s scientific advisors indicate the scope for applying a precautionary 

approach?  
 

� Never � Sometimes �Usually �Always 
 
 
8. Are your Government’s risk managers involved in risk assessment?   

 
�Yes  �No 

 
If yes, are they involved in: 

 
a) particular issues       �Yes  �No 
b) providing an overarching framework  �Yes  �No 

 
 
9. Are your national Government’s risk assessors provided with explicit guidance on how 

assessments of risk should be framed?  
�Yes  �No 

 
If yes, please state who provides this guidance in the space below 
 

 
10. Do you expect the proposed European Food Agency to apply a precautionary approach?  
 

� Never � Sometimes �Usually �Always 
 
 
11. Do your expect the European Food Agency to indicate to DG SANCO the scope for applying a 

precautionary approach?    
 

� Never � Sometimes �Usually �Always 
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2. Transparency and Accountability 
 
 

12. Scientific risk assessments are based on data and evidence: In the case of your Member State 
are all those data placed in the public domain?   

 

�Yes  �No 
 
 
13. Do your Government’s risk assessor[s] / panels do any of the following?  
 

(Please place a X next to all that apply)  
 

� a) Publish their agendas in advance of their meetings?   
� b) Publish minutes of their meetings?  
� c) Publish summaries of their findings and conclusions? 
� d) Publish their findings/conclusions in detail? 
� e) Actively encourage contributions from independent researchers? 
� f) Only evaluate data which either already are, or soon will be, in the  
    public domain? 
� g) Set out the criteria for inclusion of data? 
� h) Set out their criteria for interpretation of the data? 
� i) Explain how those criteria are consistently applied? 

 
 
14. Are your Government’s risk assessors directly accountable to elected representatives?  
 

�Yes  �No 
 
 
15. Are your Government’s risk managers directly accountable to elected representatives?  
 

�Yes  �No 
 
 
16. Do your Government’s risk assessors hold public meetings?   

 
�Yes, always 
�Yes, usually 
�Yes, occasionally 

 �No   
 
 

 
17. Are your Government’s expert risk assessors directly answerable to the courts?   
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�Yes  �No 
 

3. National – EU relations 
 

 
 
18. Does your National Competent Authority have routine involvement with the current EU bodies 

responsible for risk assessment?  
�Yes  �No  � Do not know 

 
19. Does your National Competent Authority have routine involvement with the current EU bodies 

responsible for risk management?     
�Yes  �No  � Do not know 
 

 
 
20. Did the European Commission consult with your National Competent Authority as it prepared 

its recent White Paper on Food Safety (COM (1999) 719 final, 12 January 2000)? 
�Yes  �No  � Do not know 

 
 
21. Did the European Commission consult with your Government’s risk assessors as it prepared its 

White Paper on Food Safety (COM (1999) 719 final, 12 January 2000)? 
�Yes  �No  � Do not know 

 
 
22. How on average would you judge current EU food standards? 
 

�Excellent �Adequate �Inadequate 
 
 
23. Do you think that current EU food standards are improving, deteriorating, or staying about the 
same? 
 

�Improving �Staying about the same �Deteriorating  
  
 

�Don’t’ Know 
 
 
24. Do you judge your national expert risk assessment system as on average setting stronger, weaker 

or roughly the same standards as those provided by the EU? :  
 

�Stronger �About the same �Weaker  �Don’t’ Know 
 
 

How specifically do they compare with the judgement of the following EU 
committees? Please place a X directly after one box in each of the rows a – i. 
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  Stronger About the 

same 
Weaker

     
a) Scientific Steering Committee � � � 
b) Scientific Committee on Food � � � 
c) Scientific Committee on Animal Nutrition � � � 
d) Scientific Committee on Animal Health 

and Animal Welfare 
� � � 

e) Scientific Committee on Veterinary 
Measures relating to Public Health 

� � � 

f) Scientific Committee on Plants � � � 
g) Scientific Committee on Cosmetic Products 

and Non-Food Products Intended for 
Consumers 

� � � 

h) Scientific Committee on Medicinal 
Products and Medical Devices 

� � � 

i) Scientific Committee on Toxicity 
Ecotoxicity, and the Environment 

� � � 

 
 

 
4. National – EU relations 
 

 
 
25. Does your National Competent Authority have routine involvement with current global bodies 
responsible for risk assessment and risk management? 
 

�Yes  �No 
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26a. Is your National Competent Authority involved with any of the following? Please indicate how often 
using the scale provided. 

 
 

 Regularly Occasionally Never 
    

a) Codex Alimentarius Commission  � � � 
b) International Organisation for              

  
    Epizootics 

� � � 

c) World Trade Organisation (WTO) � � � 
d) Joint Expert Committee on Food 

Additives of the WHO and FAO 
(JECFA) 

� � � 

e) Joint Meeting of Pesticide Residues of 
the WHO and FAO (JMPR) 

� � � 

 
 
26b. Have the policies of your National Competent Authority differed significantly from those of these 
institutions?  
 

 Regularly 
differed 

significantly 

Occasionally 
differed 

significantly 

Never 
differed 

significantly 
    

a) Codex Alimentarius 
Commission  

� � � 

b) International Organisation for 
               

    Epizootics 

� � � 

c) World Trade Organisation 
(WTO) 

� � � 

d) Joint Expert Committee on 
Food Additives of the WHO 
and FAO (JECFA) 

� � � 

e) Joint Meeting of Pesticide 
Residues of the WHO and 
FAO (JMPR) 

� � � 

 
 

27. How on average do your national food standards compare with those set by CODEX and other global 
bodies? 

 
�Stronger �Similar �Less restrictive 
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28. In your view how are the standards governing internationally traded food products changing? 
 

�Improving �Remaining  �Deteriorating 
   unchanged 

 
 

5. Implications of the creation of a European Food Authority 
 

 
29. Has the shift of responsibility for food safety policy to DG SANCO improved or worsened 
liaison between your National Competent Authority and the EU? 
 

�Improved �Unaffected  �Worsened 
 
 
30. What impact do you think the establishment of the European Food Authority will have on 
cooperation between Member States? 
 

�Improve �No affect  �Worsen 
 
 
31. What impact do you think the establishment of the European Food Authority will have on food 
safety in the EU? 
 

�Improve �No affect  �Worsen 
 
 

32. What impact you think the establishment of the European Food Authority will have on the 
nutritional quality of diets in the EU? 
 

�Improve       �No affect �Worsen 
 
 
33. Do you think the European Food Authority could be a purely scientific risk assessment body, 
separated from those responsible for risk management in the Commission? 

�Yes  �No 
 
 

34. Do you expect that the European Food Authority will provide advice on any of the following? 

(Please place a X next to all items for which you think the European Food 
Authority will provide advice)  
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� a) The existence of possible hazards 
� b) Estimates of the magnitudes of the associated risks 
� c) The probabilities that adverse effects will occur 
� d) The extent and limits of scientific knowledge associated with such    
            risks 
� e) The scope for exercising precaution  
� f) The likely consequences of adopting various policy options 

 
 
35. Do your expect the European Food Authority to recommend the adoption of particular policies, 

along the lines currently performed by Scientific Committee for Food? 
�Yes  �No 

 
 
36. Which body(ies) should be responsible for evaluating the performance of the European Food 

Authority? (please place an X after any you think should be responsible)  
 

� DG SANCO at the European Commission  
� The European Parliament 
� Council of Ministers 
� Standing Committee on Foodstuffs 
� National Competent Authorities of the Member States  
� WHO Europe  

 
 
37. Which body(ies) should be responsible for setting the performance indicators by reference to 

which the actions of the European Food Authority will be judged? (please place an X after 
any you think should be responsible) 

 
� DG SANCO at the European Commission  
� The European Parliament 
� Council of Ministers 
�Standing Committee on Foodstuffs 
� National Competent Authorities of the Member States  
� WHO Europe? 
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38. Do you expect that the European Food Authority will improve, worsen, or leave unchanged, co-
ordination between the risk assessors in Member States?   

�Improve �Leave unchanged �Worsen 
 
 
39. Do you expect that the European Food Authority will improve co-ordination between the risk 

managers in Member States?   
 
�Improve �Leave unchanged �Worsen 

 
 
40. Do you expect that the European Food Authority will improve co-ordination between the risk 

communicators in Member States?  
 

�Improve �Leave unchanged �Worsen 
 
 
41. Do you expect that the European Food Authority will increasingly take the responsibility for 

conducting risk assessment away from Member States?   
 

�Increasingly take responsibility  
�Leave unchanged  
�Take less responsibility 

 
 

42. Do you think that the Commission’s Food and Veterinary Office should be incorporated into the 
European Food Authority?  

 
�Yes  �No 

 
 
43. Do you think that the Commission’s Food and Veterinary Office should be supplemented with 

analogous bodies dealing with other aspects of food safety apart from animal-related issues?  
 

�Yes  �No 
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6. National and proposed EU Rapid Alert systems 
 
 
44. What are the main elements of your Member State’s national Rapid Alert System?   
 

Please tick each box corresponding to a main element of your system. 
 

� a) Data collection 
� b) Information dissemination 
� c) Risk assessment 
� d) Coordination between different parts of the national government 
� e) Coordination between other member states 
� f) Coordination with the European Commission 
� g) Risk management decision-making 
� h) Risk communication 

 
 

45. Does your Member State’s national Rapid Alert System (RAS) provide a suitable model for the 
development of a Europe-wide RAS system?  

 
�Yes  �No 

 
If Yes, then which features are most useful? Please write in space below 

                      
 

46. Do you believe that the proposed EU Rapid Alert System will be more or less effective than the 
current one? 

 
�More effective �About the same �Less effective  
�Don’t know 

 
 
47. How could the EU Rapid Alert System most effectively make a positive impact? 
 
  Please place a X next to many boxes as necessary. 
 
� a) By improving the scientific quality of risk assessments 
� b) By enabling risk to be assessed more rapidly 
� c) By enabling information about risks to be more rapidly  
    disseminated 
� d) By enabling tighter controls to be exercised 
� e) By improving the enforcement of regulations 

 
       f) other – please specify in the space below… 
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7. Resources 
 
 
48. Does your National Competent Authority have its own laboratory facility? 
 

�Yes  �No 
 

If yes, what is its latest annual budget (please type your answer Euros in the 
space below)? 

 
        ______________________ 
 
 
49. Does your National Competent Authority have its own data gathering facility? 

 
�Yes  �No 

 
 
50. Does your National Competent Authority have its own data evaluation capabilities? 
 

�Yes  �No 
 
51. Is your National Competent Authority funded from taxation:  
 

� 0-25%  � 26-50% � 51-75%  � 76-100%   
 
 
52. What is the latest annual budget of your National Competent Authority (please type your 
answer Euros in the space below)   
 
        ____________________ 
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8. Trends in food safety and food quality 
 
 
53. Do you think that on average European food safety standards are rising or declining?  
 

�Rising �Remaining unchanged �Declining 
 
 
54. Do you think that on average the nutritional quality of European diets are rising or declining?  
 

�Rising �Remaining unchanged �Declining 
 
 
55. What THREE greatest threats to safe food do you anticipate (please type your answer in the 
space below)? 
 
  Threat 1:  
 
 
  Threat 2:  
 
 
  Threat 3:  
 
 
 
56. Which THREE changes would you most like to see (please type your answer in the space 
below)? 
 
  Change 1: 
     
 
  Change 2:  
 
 
  Change 3:  
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If you would like to add any further comments relating to the issues raised in this 
questionnaire please type them in the space below… 
 
 
 
 
 
 
 
 
 
 
 

Thank you very much for your participation! 
 

END 
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ANNEX  2  1998 DG SANCO Summary of trends in zoonotic agents  
 
Source:  DG SANCO (2000). Trends and sources of zoonotic agents in animals, feedstuffs, food 
and man in the European Union in 1998, Part 1. Prepared by the Community Reference 
Laboratory on the Epidemiology of Zoonoses, BgVV, Berlin, Germany.  SANCO/409/2000 rev2 
FINAL Part 1 

 
Summary 

All Member States provided a report on trends and sources of zoonotic agents in 1998 according to 
Art.5 of Directive 92/117/EEC which contained at least some information on the zoonotic situation 
in animals, food and man. Community rules were in force for bovine tuberculosis, bovine, ovine and 
caprine brucellosis, Salmonella (S.) Enteritidis and S. Typhimurium in poultry breeding flocks, 
Trichinella and Echinococcus sp. (meat inspection), which form a basis for comparable data. For 
other zoonoses, a valuable overview is available on the National approaches to tackle zoonoses and 
the results thereof.  
 
Tuberculosis 

• Cattle 
Additionally to the six Member States (Denmark, Finland, Germany, Luxembourg, Sweden, The 
Netherlands) already recognised Officially Free of Bovine Tuberculosis Austria and the provinces of 
Trento and Bolzano in Italy acquired this status. In most Member States running an eradication 
programme the proportion of infected herds has decreased slightly. In Ireland, Northern Ireland, 
Spain and Greece more than 1% herds contained positive reactors.  

• Humans 

In total, 48 cases of human tuberculosis caused by M. bovis have been reported in the European 
Union (8 Member States) which is comparable to the previous years. This is exceeded by the 
number of cases caused by M. avium reported by a few Member States.   
Brucellosis 

• Cattle 
Additionally to the five Member States (Denmark, Finland, Germany, Sweden and Great Britain) 
already recognised Officially Brucellosis Free (OBF) Luxembourg, The Netherlands, Austria and 
the Province Bolzano in Italy reached this status. In Belgium, France, Ireland and Northern Ireland 
situation seems favourable. The highest level of positive herds remained in Greece with 10,5%. 

• Sheep and goats 

As in the previous year, nine Member States were recognised Officially Brucellosis Free (OBF) 
(B. melitensis). In two Member States (France, Spain) some regions have reached this status. In four 
Member States (Portugal, Spain, Italy, and Greece), there were still a considerable number of herds 
infected with B. melitensis.  

• Humans 
In total, 3701 human cases have been reported (figures from 12 Member States) which is an 
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incidence rate of around 1 case per 100.000 inhabitants. B. melitensis was mainly involved in human 
disease. In Member States, which have acquired OBF status in cattle, sheep or goats, only very few 
human cases occurred. Within the countries running an eradication programme, in Greece the 
number of recorded cases increased compared to the previous years, in Portugal and Spain a 
continuous reduction was observed.  

 
Salmonella 

• Feeding stuff 
Some kind of routine testing of feed materials of animal or vegetable origin, during the production 
process or of the final product was run in most European countries. Details given from several 
Member States demonstrated a Salmonella risk in both animal derived proteins and vegetable 
derived proteins. On the average, the Salmonella prevalence in animal derived proteins (2,7%) was 
higher compared to vegetable derived proteins (1,7%). In total, the share of positive samples 
reported in 1998 for animal and vegetable derived proteins  was lower compared to the previous 
year, but this decrease did not reflect a unique trend within the Member States. 

As in the previous year, the overall contamination rate for fish meal (5,8%) was higher compared to 
the contamination rate of meat and bone meal (1,9%). Again, in oil seeds and the extraction 
products higher (1,9%) Salmonella rates were detected compared to cereals (1,2%). Compared to the 
raw materials, compound feeding stuffs showed generally a lower level of contamination. In some 
countries the end product was, due to a HACCP based control programme, virtually free from 
Salmonella. 

S. Enteritidis was detected only rarely, S. Typhimurium rated at 2-3% of all Salmonella isolates in 
feed materials and feedingstuffs. Most serotypes typical in feed materials were only sporadically 
detected in livestock or man. 

• Poultry and products thereof 
Plans for the control of Salmonella in poultry have been approved by the Commission for Denmark, 
Ireland, Finland, Sweden.  

 

��Breeders 
In the countries running a control programme, the situation continued to be very favourable. In 
Denmark, after the increase of infected flocks observed during 1997, situation has improved again. 

In the other countries applying a control scheme based on the sampling procedures laid down in 
Directive 92/117/EEC, the situation was different. In Great Britain, the number of flocks suspected 
to be infected and confirmed was higher compared to 1997. Nevertheless, reported incidents of 
S. Enteritidis and S. Typhimurium in breeding flocks remained low. In Northern Ireland, 4 outbreaks 
in breeding flocks due to S. Enteritidis were confirmed. In Germany, results of examinations have 
been reported only by a few Federal Länder. There, one flock was reported to be infected with 
S. Typhimurium. 

In the Member States running other sampling schemes situation has improved, the percentage of 
flocks infected with S. Enteritidis and S. Typhimurium remained limited. 

��Layers 

Monitoring programmes in layers were run in Belgium, Denmark, Finland, France, Ireland, The 
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Netherlands and Sweden. As in previous year, layers showed higher rates compared with the 
Salmonella situation in the breeding flocks. In Ireland the favourable situation in layer breeders was 
reflected in a low share of S. Enteritidis and S. Typhimurium positive layer flocks (below 1%). In 
Denmark, due to the infection of breeder flocks in 1997, a considerable number of production flocks 
remained infected with S. Enteritidis, but situation has improved considerably compared to the 
previous year. In Finland and Sweden no S. Enteritidis or S. Typhimurium positive layer flocks were 
found. 

In the other countries running a monitoring programme, the situation varied. Compared to those 
countries running control programmes in breeders, there was a higher number of S. Enteritidis (up to 
21,3%) and to a smaller extent S. Typhimurium (up to 1,6%) positive flocks. No major changes 
occurred compared to the previous year. 

 

��Broilers 

Broiler flocks were routinely tested before slaughter in Austria, Belgium, Denmark, Finland, 
Sweden and The Netherlands. In the meat production line, the very favourable situation of the 
breeding stock as regards S. Enteritidis and S. Typhimurium is reflected in the broiler flocks in 
Ireland (up to 0,1%). In Finland and Sweden less than 0,1% of flocks were infected with Salmonella 
and no S. Enteritidis or S. Typhimurium were isolated. Data from other Member States showed 
Salmonella infection rates up to 36%. Beside S. Enteritidis and S. Typhimurium, other Salmonella 
serotypes were isolated routinely in most countries. 
Contamination rate in poultry meat sampled at slaughterhouses, in cutting plants and at retail 
reflects Salmonella prevalence in broilers in the individual countries. 
 

��Other poultry 

Routine sampling in turkeys was applied in Denmark, Finland, France, Ireland, Sweden and United 
Kingdom. In principle, situation is comparable to flocks of Gallus  gallus, i.e. no or very few S. 
Enteritidis and S. Typhimurium infected breeding flocks are detected in Finland, Sweden and 
Ireland. Overall data show that turkey and turkey meat might be a source of human infection. 

• Pigs and pork 

A monitoring programme was carried out in Belgium, Denmark, Finland, Ireland, Italy, The 
Netherlands and Sweden. Clinical cases are notifiable in Denmark, Finland, and Italy. All isolations 
of Salmonella are notifiable in Sweden. In the United Kingdom all isolates from livestock, their 
environment, and feedstuffs are reportable. 

The share of Danish herds belonging to Level 2 and 3 has decreased, but the number of Salmonella 
positive fresh meat samples remained at the same level. This is mainly  explained by S. Infantis 
contamination of the slaughter equipment at a few slaughterhouses, a  so-called "house-strain" 
infection. In Finland and Sweden, positive findings continued to be rare in pigs and products thereof 
(up to 0,14%). Within the Dutch surveillance project on a limited number of herds and in Ireland on 
especially targeted herds, Salmonella were frequently detected. In other Member States, infection 
rates up to 10% have been reported in pigs. Contamination rates up to 4% were detected in pork. 
S. Typhimurium is the predominant serotype in swine. 

• Cattle and products thereof 
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As in the previous year, routine testing at the slaughterhouse was carried out in Denmark, Sweden 
and Finland. Salmonella findings in cattle are reportable in Denmark, Germany, Finland, Sweden 
and United Kingdom. Compared to poultry and swine, the infection rate in cattle and beef was low. 
S. Typhimurium is the predominant serotype in cattle in most countries followed by S. Dublin. In 
Great Britain, DT104 continued to be the predominate type of S. Typhimurium in cattle, sheep and 
to a lesser extent in pigs. 

Investigations of raw milk, heat treated milk and milk products usually showed low levels of 
contamination. 

• Humans 

Although the number of Salmonella infections in the EU decreased, salmonellosis is, along with 
campylobacteriosis, still the most frequently reported zoonoses within the European Union. In total, 
188.387 cases of salmonellosis have been reported in the European Union (figures from 14 Member 
States), which is 51 cases per 100.000 inhabitants. Incidence rates per 100.000 inhabitants vary 
widely within the Member States (1,9 to 135,7).  Due to different surveillance and reporting systems 
figures can not be compared between countries. 

There is no unique trend in all Member States. In a majority of Member States the number of cases 
remained at the level of the year before or continued to decrease.  

In Denmark, after the remarkable increase of the cases registered in 1997, the incidence fell by 23% 
but was higher than the incidence in 1996. 

Altogether the share of S. Enteritidis cases ranged between 13% (Finland) and 87% (Austria) and of 
S. Typhimurium cases between 4% (Austria) and 63% (Ireland). All other serotypes together are 
responsible for 8,5% to more than 40% (Finland, Sweden) of the cases. 

There are no major changes in the estimates of the sources of human infection. As in previous years, 
eggs, egg products and chicken are identified as major source of S. Enteritidis infections. Several 
sources might be responsible for S. Typhimurium infections.  

 

Antibiotic resistance and resistance related serotypes 
As in 1997, information dealing with antibiotic resistance is given mainly in connection with data 
on Salmonella phagetyping, on isolates mainly from animals and to a smaller extent from humans. 
In most Member States multiresistant S. Typhimurium DT 104 has been detected in several sources. 
Furthermore, Denmark (one outbreak) and Great Britain reported on strains of multiresistant DT104 
showing additional resistance to nalidixic acid and spectinomycin. 

In Belgium, the most frequently isolated serotypes in feed, S. Senftenberg, S. Agona, S. Banana and 
S. Montevideo were resistant against all antibiotics tested.  

Resistant Campylobacter isolates from pork, broilers, layers and turkey were reported from 
Belgium. 

S. Typhimurium DT 104 is being widely spread among Belgian livestock. In Germany, 
S. Typhimurium DT 104 reached the level of about 10% of all serovars in 1997. Austria reported an 
increase of S. Typhimurium DT 104 too. In UK (England and Wales), S. Typhimurium remained the 
second most commonly isolated serotype in humans but reports have fallen significantly, 
particularly reports of S. Typhimurium DT 104. In 1997, 13% were resistant to ciprofloxacin. 
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Trichinellosis 
• Animals 
In nine countries, no findings of Trichinella were reported in domestic and wildlife animals in 1998. 
Trichinella findings were detected in Finland, Germany, Spain, Sweden and in The Netherlands as 
in previous years, but also in Italy. In Finland and Spain, Trichinella were detected in swine. In the 
countries with findings in the wildlife, wild boars and  foxes mainly were positive. 

• Humans 

Altogether, 299 human cases were registered in the European Union in 1998, against 13 in 1997. In 
contrast to the previous years, several outbreaks occurred within the European Union. The sources 
of the outbreaks were different: in Germany it was traced to pork, in France and Italy to horse meat, 
and in Spain to wild boars. 
 
Campylobacteriosis 

• Poultry 

A systematic monitoring programme on the presence of Campylobacter in poultry flocks is run in 
Sweden and Denmark. In The Netherlands a control programme was started by the industry to 
reduce Campylobacter species in broilers. Monitoring activities were reported in Finland, Portugal 
and United Kingdom. Poultry meat is sampled in several Member States. 

As in previous years, results demonstrated a significant contamination level. The Swedish control 
programme in combination with the basic requirements of the Salmonella control programme has 
reduced the incidence rates of Campylobacter positive broiler flocks considerably since the 1980’s, 
although during the last years incidence rates remained stable near ten percent. In Denmark and The 
Netherlands, the percentage of positive flocks with Campylobacter were respectively 47,1% and 
30,7%. Monitoring of poultry meat reflected these high contamination rates. Usually, C. jejuni is the 
main Campylobacter species in broilers and poultry meat. 

• Cattle and pigs 

Monitoring activities of pigs and cattle in certain countries resulted in prevalence rates of nearly 
50% of cattle herds and even higher rates for pigs herds in Denmark and The Netherlands. In 
contrast, low contamination rates had been shown in Denmark in beef and pork in 1997. In countries 
running no specific monitoring programme, lower rates of contamination were reported, but this 
might be influenced highly by technical differences. 

In cattle, C. jejuni is predominant, in pigs mainly C. coli is prevalent. 

• Humans 

Campylobacteriosis in humans continued to increase and is the most commonly reported 
gastrointestinal pathogen in some Member States. Altogether, 129544 cases have been registered in 
the European Union in 1998 (figures from 11 Member States), which is around 51 cases per 100.000 
inhabitants. This figure is comparable to the magnitude of salmonellosis cases reported in the EU. 
Incidence rates reported vary widely between the Member States (from 1,3 up to 124 cases per 
100.000 inhabitants). Due to different surveillance and reporting systems figures can not be 
compared between countries. Most cases seem to be sporadic and due to C. jejuni.  

Until now, it is not clear whether the rise observed can be attributed to improved diagnosis or to an 
increase in incidence. Several sources of campylobacteriosis have to be taken into consideration. 
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Besides consumption of poultry meat,  pork, pork products, milk and water are thought to be other 
sources of infection. Furthermore, travel associated cases are of importance. Contact with a cat with 
diarrhoea and daily contact with a cat younger than six months were also identified as risk factors in 
a Danish case-control study.  
 
Echinococcosis 

• Animals 
Echinococcus granulosus is known to be prevalent in the Mediterranean region of the EU, mainly in 
sheep and goats, but also in cattle, pigs and the wildlife. Data available from meat inspection from 
Greece, Italy, Portugal and Spain confirm this (from 1,5% to 6,7%). In Greece, a decrease in 
prevalence rates could be observed.  

In the other countries, only few findings were reported in livestock during meat inspection. 

As in previous years, some countries run investigations on E. multilocularis in wildlife. 

During 1998, in Germany and France E. multilocularis has been demonstrated in wildlife at high 
rates. In contrast, no Echinococcus was detected in some regions of the Netherlands. 

• Humans 
In total, 510 human cases of echinococcosis were registered in the European Union (figures from 9 
countries). No differentiation between cystic and alveolar echinococcosis is provided. In countries 
where E. granulosus is prevalent in livestock higher numbers of human infections were registered 
compared to countries where the parasite is only rarely detected. Highest incidence rates were 
reported in Greece with around one case per 100.000 inhabitants. In Mediterranean countries, 
incidence rates tend to decrease, except for Greece. 
 
Listeriosis 
• Animals and food 

Monitoring systems vary largely between countries. Listeria monocytogenes was detected in several 
animal species (i.e. cattle, sheep, pigs, goats) and a broad range of foods. As in previous years, 
highest contamination rates were reported in meat, meat products, poultry and products thereof. Due 
to differences in the monitoring and diagnostic techniques used, figures can not be compared at all. 

• Human 
In total, 657 listeriosis cases have been reported in the European Union (figures from 13 Member 
States), which is an incidence rate of 2,6 cases per million inhabitants.   
Rabies 
• Animals 
During 1998, rabies in animals was reported in 6 Member States of the European Union. In contrast 
to 1997, no cases were detected in Luxembourg. In Denmark, in addition to cases in bats caused by 
the European bat lyssavirus infection occurred in 3 sheep. Altogether, 141 rabies cases in animals 
were reported which is comparable to 1997. 

• Humans 
In 1998, no human cases occurred. During previous years, a few imported cases were reported. 
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Toxoplasmosis 
• Animals 
No monitoring programmes were run on Toxoplasma gondii in 1998. Results available show that 
this parasite is prevalent in several animal species, i.e. sheep, goat, pigs, cattle, cat, dogs, and 
wildlife. In sheep, toxoplasmosis is a commonly diagnosed cause of abortion.  

• Humans 
Altogether, 381 human cases were registered in the European Union (figures from 8 countries), 
which is an incidence rate of 2 cases per million inhabitants.  
 
Yersiniosis 
• Animals and food 
No monitoring programmes were run in 1998. Y. enterocolitica was detected in cattle, pigs, sheep, 
goats and poultry. Usually, low contamination rates of Yersinia in animals and animal derived 
foodstuff are reported. A Danish survey in 600 ready-to-eat pork products yielded one isolate of the 
human pathogenic serotype O:3. 

• Humans 

Altogether, 9176 human cases of yersiniosis were reported in the EU (figures from 10 countries), 
which is an incidence rate of 4 cases per 100.000 inhabitants. No major changes occurred. Incidence 
rates vary largely from one country to the other (from 0,13 to 15 cases per 100.000 inhabitants). The 
highest incidence rate was reported by Germany. Slaughter pigs and pork are considered as the 
primary source of infection.  
 
Verocytotoxic E. coli infections and HUS 
 
• Animals and food 
As in previous years, several Member States had monitoring activities for verotoxigenic E. coli and 
E. coli O157 in cattle and beef, in particular in Belgium, Denmark, Finland, Germany, the 
Netherlands, and Sweden. Verotoxin producing E. coli O157 have been detected usually at 
relatively low rates. Prevalence rates for verocytotoxic E. coli are higher in cattle and beef. Due to 
the great variations in the methods used, case definition used and reporting system, figures are not 
comparable between countries. In addition, it is not yet clear whether or not all VTEC strains found 
among animals are virulent for human, and what efficient control measures are at farm level. 

 

• Humans 
In the twelve countries where information is provided some VTEC infections or HUS cases 
occurred. As the number of cases reported may be influenced by the awareness of the physicians and 
the implementation of a reporting system no trend estimates are reliable at the moment.  
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