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French Food Safety Regulation Under Review: 
An Institutional Analysis 

Introduction 

SAFE FOODS (“Promoting food safety through a new integrated risk analysis 
approach for foods” - www.safefoods.nl) is a European Commission-supported Integrated 
Project (2004-2008) involving 33 institutional partners from 15 European countries, China 
and South Africa. It is coordinated by Dr. Harry KUIPER and Dr. Hans MARVIN of the 
Institute of Food Safety RIKILT, Wageningen, The Netherlands. 

Work Package (WP) 5 coordinated by Prof. Ortwin RENN and Dr. Marion DREYER 
of Dialogik gGmbH, Stuttgart, Germany, is concerned with food safety regulatory 
arrangements. Among the tasks of WP5 is to analyze national specificities, commonalities and 
differences of regulatory procedures and structures as they have developed within the larger 
European and international frameworks. In this goal, collaborating partners have reviewed the 
regulatory architecture in five European nations (France, Germany, Hungary, Sweden, United 
Kingdom) and at the European level. 

The present report reviews food safety arrangements in France. It examines 
institutional structure and actual practice according to the agreed WP5 template, and includes 
case studies on the handling of four risk agents (pesticides residues, allergenicity of 
genetically modified foods, Campylobacter and aflatoxins).   

Recent reforms are clarified but the detailed history of French or European food crises 
and decisions is not recounted. The bibliography references official and academic reports 
furnishing complete background.  

Twenty-four persons accepted to be interviewed for this study (December 2004-May 
2005). They include senior and desk-level officials from public risk assessment and 
management institutions, experts and critical observers, and stakeholders. They reviewed the 
transcript of their audio-recorded interview and granted, or did not grant, permission to use 
direct quotes. It is understood that the interviews represent an expert view at a given point in 
time, and are not to be considered as official policy statements. Many interviewees 
participated in a workshop (Paris, June 14, 2005) to learn more about the SAFE FOODS IP 
and discuss observations highlighted by the study authors. 

While this review includes evaluative information (particularly in Section III, “Agency 
and Stakeholder Views of Institutional Arrangements and Dynamics”) it is by no means an 
audit. Extensive inspections and reviews have been performed at the 5th anniversary of the 
French health security system embracing food safety (in particular [IGA2004] and 
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[OPE2005b]). SAFE FOODS had neither the mission nor the resources to compete with 
official audits. The national and European-level WP5 reviews will form the basis for a 
synthesis report on food safety arrangements today. This will be debated and validated in 
2006 through a series of workshops organized by the coordinator, open to the full range of 
interviewees. Insights will feed the proposed risk analysis model that is to be a major output 
of SAFE FOODS. 

I. Institutional Arrangements of Food Safety Regulation 

I.1 Structure of governance: division of labour 

I.1.1 Division of responsibilities 

France's national food and feed safety system is overseen by three ministries:  

• Ministry of Agriculture, Food, Fisheries and Rural Affairs (MAAPAR); 

• Ministry of Economy, Finance and Industry (MINEFI);  

• Ministry of Health and Social Protection1. 

Since the issue of the 1998 Public Health Code (Law n°98-535 of 1 July 1998 relative 
to the reinforcement of health monitoring and sanitary control of products destined for human 
consumption2), public health and health security3 policy has been based upon the principle of 
an institutional separation between risk assessment and risk management. A number of 
agencies4 were created by that law, including the food safety agency (Article L.1323). The 
                                                 
 
1 Names as of 2004. The ministries tend to be renamed (and reorganized) under each new government. The latest 
change of government occurred in France on June 2, 2005 after the European Constitutional Treaty was rejected 
by referendum. In this report we refer indifferently to the Ministry of Environment or Ecology (the second name 
is more recent). 
Throughout, an effort has been made to obtain official translations of French institution names but generally 
these are not available (e.g., most administrations do not provide an English-language page on their Internet 
site). In many cases translations are literal and provided by ourselves or draw on other research publications in 
English. 
2 “relative au renforcement de la veille sanitaire et du contrôle de la sécurité sanitaire des produits destinés à 
l'homme” 
3 A definition of “health security” (sécurité sanitaire) is: “the set of decisions, programs and actions aiming to 
protect the population against all dangers and risks considered as escaping the control of individuals and defined 
on this basis as coming under the responsibility of and regulation by public authorities” [IGA2004] (Tome II,  
p.9). “Sécurité sanitaire”, a significant term appearing for the first time in the law of 1993 creating the medical 
agencies, has been translated in the AFSSA Annual Reports as “public health protection”; a Council of Europe 
recommendation (N° 1445; 2000) used the more satisfactory term “health security” which we have adopted. The 
distinction is discussed in Section I.1.2. 
4 The agencies or entities created by the Public Health Code (L.1323-1 of 1 July 1998) are: AFSSA, InVS 
(National Institute for Public Health Surveillance ), AFSSAPS (French Health Products Safety Agency). In 2004 
France possessed 6 expert organizations with accountabilities in public health, product safety and health security, 
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national background to this reform is discussed in Section II.1, Change in structure of 
governance. 

The principal public institution tasked to assess food and feed risk is AFSSA (Agence 
Française de Sécurité Sanitaire des Aliments, French Food Safety Agency). Three other 
major public institutions are involved in food risk management. They are: DGAL (Direction 
Générale de l'Alimentation – Directorate General for Food), DGCCRF (Direction Générale 
de la Concurrence, de la Consommation et de la Répression des Fraudes – Directorate 
General for Consumer Affairs) and DGS (Direction Générale de la Santé – Directorate 
General for Health). Each is placed within the respective tutelage ministry. 

In the following pages, a map of the public bodies involved in food safety, indicating 
their specific function, is provided in Figure 1. The mandate of each of those bodies is briefly 
described in Table I. 

The 24 persons who accepted to be interviewed for this SAFE FOODS French 
Institutional Review are identified in Annex 1. They include representatives of the Agency, 
ministries, and stakeholder organizations, as well as experts and observers from other 
institutes or academia. (Annex 4 presents the feedback seminar that was held with 
interviewees in Paris on June 14, 2005.) 

 

Figure 1: Map of French Food Safety System (notes) 

The second author developed a graphical representation of the French food safety 
architecture on the basis of documentary research. Subsequently, the map was presented at the 
beginning of each interview performed for the SAFE FOODS French Institutional Analysis 
reported here. Adjustments (addition, repositioning of actors) were made on the basis of 
interviewee comments. Final adjustments were made after the feedback seminar organized 
with interviewees and invitees in Paris by Institut Symlog (see Annex 4). 

The map as shown in Figure 1 on the next page is the sixth version. We believe this is 
eloquent testimony as to the complicated nature of the French food safety system—even after 
the institutional clarification operated by the Public Health Code of 1998. We note as well 
that the interviewees very often expressed interest in obtaining this map. They indicated that 
no such map has been produced by French institutions.  

Similarly, when we requested flow charts for use in the four case studies, we learned 
that none exist. Some interviewees suggested that even for actors within the system, the 
                                                                                                                                                         
including those mentioned above and: AFSSE (French Agency for Environmental Health and Safety), Efg 
(French Transplant Agency), and IRSN (Institute of Radiological Protection and Nuclear Safety).  
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overall process of risk handling is not transparent. 

At the Paris workshop, interviewees asked what kind of map could be constructed of 
food safety systems in other European countries. The authors responded (on the basis of 
documents shown by partners during the Stuttgart WP5 meetings in November 2004 and 
January 2005) that relatively linear and simple representations were obtained. The contrast 
was noted. One may ask, however, whether those representations indeed translate the 
effective systems, or whether they are simply convenient. 

 

It is interesting to note that a certain fraction of the personnel is mobile among the 
institutions described in the following figure and table. The first Managing Director of AFSSA 
was formerly cabinet director of a Minister of Health. AFSSA scientific staffers were 
recruited from or have migrated to the various Ministries or research institutes. Among our 
interviewees, some had migrated among food safety services situated in different Ministries. 
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Table I: Name and Mandate of French Food Safety Bodies 

ORGANISM 
French title  
and English 
translation 

Role and duties in the domain of food safety 

 

InVS Institut National de 
Veille Sanitaire 
National Institute for 
Public Health 
Surveillance  

4 missions : 1/ monitor and perform surveillance of public 
health; 2/ alert and recommend appropriate action to 
public authorities in the case of threat to public health; 3/ 
identify causes of modifications in population health 
indicators, notably in case of emergency;  4/ coordinate 
epidemiological field studies. 

InVS / CIRE Cellules 
InterRégionales 
d’Épidémiologie 
Interregional 
Epidemiological Cells 

Interregional antennae supporting the InVS. Entry point for 
surveillance of "local signals" that may be early warnings 
of health alerts. Responsible for regional implementation 
of national surveillance programmes.   

 

AFSSA 
 
(including 
DERNS) 

Agence Française de 
Sécurité Sanitaire des 
Aliments 
French Food Safety 
Agency 
(including DERNS, the 
Directorate for Nutrition 
and Health Risks 
Assessment) 

Assesses health and nutritional risks that may be 
associated with food or feed. Answers to the three 
Ministries of Agriculture, Health and Economy. 
"The Agency has a very wide area of competence, 
covering all food sectors: animal and plant products, 
drinking water, human food and animal feed. It assesses 
the nutritional and health risks which may be posed by 
food intended for human or animal consumption, including 
water for human consumption. Additionally, as well as food 
itself, the Agency is tasked to assess the risks from 
different products whose use may have consequences for 
food safety: plant protection products, veterinary 
medicines, antiparasitics, fertilisers and soil conditioners, 
materials in contact with food and food packaging. It also 
assesses the risks posed by animal diseases or infections" 
[AFS2003]. 
The DERNS is the Directorate concerned with referrals. 
Expert panels are called CES (Comités d’experts 
spécialisés). 

AFSSA / ANMV Agence Nationale du 
Médicament 
Vétérinaire 
French Agency for 
Veterinary Medicinal 
Products 

The Food Safety Agency AFSSA was formed from prior 
structures and integrates the Agency for Veterinary 
Medicinal Products. In this specific area AFSSA's 
functions—via the ANMV—go beyond risk assessment in 
that the ANMV plays a police role (see below, “Control”) 

ASSESSMENT

SURVEILLANCE
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ORGANISM 
French title  
and English 
translation 

Role and duties in the domain of food safety 

AFSSE Agence Française de 
sécurité sanitaire 
environnementale 
French Agency for 
Environmental Health 
and Safety 

Public establishment under the supervision of Environment 
and Health Ministries. 
Tasked to contribute to health security in the 
environmental domain and to assess human health risks 
linked to the environment. 

CET  
(“COM TOX”) 
 
(future ANIV) 

Commission d’étude de 
la toxicité des produits 
antiparasitaires à 
usage agricole et des 
produits associés 
Commission for study 
of toxicity of agricultural 
antiparasitic and 
associated products 
Future Agence 
nationale des Intrants 
dans la Production 
Végétale (ANIV) 
Future National Agency 
on Agricutural Intrants  
 
 

Assesses health and environmental risks of agricultural 
intrants (plant protection products, pesticides, fertilizers of 
the type requiring authorization). 
A law currently under preparation would integrate the so-
called COM TOX in AFSSA under the name of ANIV. 
  

CGB Commission du Génie 
Biomoléculaire 
Commission on Bio 
molecular Engineering 

Performs health and environmental risk assessment for 
voluntary dissemination of GMO and hands down an 
opinion on each GMO research proposal. 

CNR Centres Nationaux de 
Référence 
National Reference 
Centres 

Laboratories or units within public or private hospitals, 
teaching or research organisms, with expertise in 
microbiology; collaborate with the InVS in surveillance of 
infectious diseases and in providing alerts to the public 
authorities. 

CSHPF Conseil Supérieur 
d’Hygiène Publique de 
France 
French High Council on 
Public Health  

Scientific and technical advisory council to the Minister of 
Health. 
Provides expertise, particularly in the areas of prediction, 
assessment and management of risks for human health (in 
the food domain: water quality). Participates in monthly 
joint meetings with AFSSA’s expert panel on Water. 

InVS Institut National de 
Veille Sanitaire 
National Institute for 
Public Health 
Surveillance  

The National Institute for Public Health Surveillance  is 
primarily concerned with surveillance and monitoring of 
public health (see above). However, InVS also participates 
in some food risk assessment missions, e.g. through 
collaboration with AFSSA in working groups or expert 
committees. 
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DGAL Direction Générale de 
l’Alimentation 
Directorate General of 
Food Affairs 

Tasked to monitor quality and safety throughout the food 
chain, to monitor health and protection of animals and 
plants, in coordination with the different actors concerned; 
this function is assured by decentralized administrations. 
The central administration of DGAL is competent for the 
conception, elaboration and evaluation of regulatory 
instruments for plant safety and animal health and 
protection.  

DGAL / DDSV Directions 
Départementales des 
Services Vétérinaires 
Departmental 
Directorates of 
Veterinary 
Administrations 

Decentralized administrations tasked with food safety and 
quality inspection (?) and animal health and safety. They 
manage, in cooperation with food professionals, local 
recall of non-conforming products on the demand of the 
DGAL 

DGAL / SRVP Services Régionaux de 
la Protection des 
Végétaux 
Regional Plant 
Protection 
Administrations 

Monitor health quality of plants and plant products 
originating in France or imported; promote sustainable and 
environmentally safe agriculture  
Control plant products commercialized within the 
European Union and grant phytosanitary passports 
valuable in all Member States.  
Control the use and commercialization of phytosanitary 
products, fertilizers and other farming products; authorize 
distributors and service providers who use such products. 

DGCCRF Direction Générale de 
la Concurrence, de la 
Consommation et de la 
Répression des 
Fraudes 
Directorate General for 
Consumer Affairs 

A transversal mission of consumer protection. 
Management and control of safety, quality and honest 
practice regarding consumer products or services in all 
sectors: composition, additives, authorized processing, 
consumer labelling, commercial or marketing behaviour. 

DDCCRF, 
DRCCRF 

Directions Régionales 
et Départementales  
de la CCRF 
Regional and 
Departmental 
Directorates for 
Consumer Affairs 

Assist in the protection of consumers on a local basis. 
They carry out verifications on their own initiative or upon 
request from the central DGCCRF administration, and 
focus their attention on sectors in which non compliance 
has already been observed. 

DGS Direction Générale de 
la Santé 
Directorate General for 
Health 

Public health monitoring 
Participates in rule-making in the area of food and water, 
in particular regarding controls of sanitary quality of water 
for human consumption 

MANAGEMENT
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DGS/ DRASS; 
DDASS 

Directions Régionales 
et Départementales de 
l’Action Sanitaire et 
Sociale 
Regional and 
Departmental 
Directorates of Sanitary 
and Social Action 

Monitoring and verification of water destined for human 
consumption and other verifications of food hygiene, 
notably in the context of collective food services 

 

DGAL 
/ DDSV 
/ SRVP 

 Described above in “Management” 

DGCCRF 
/ DDCCRF 
/ DRCCRF 

 Described above in “Management” 

DGS 
/ DRASS 
/ DDASS 

 Described above in “Management” 

AFSSA / ANMV Agence Nationale du 
Médicament 
Vétérinaire 
French Agency for 
Veterinary Medicinal 
Products 

The Food Safety Agency AFSSA was formed from prior 
structures and integrates the Agency for Veterinary 
Medicinal Products. In this specific area AFSSA's 
functions—via the ANMV—go beyond risk assessment in 
that the ANMV plays a police role. ANMV is tasked with 
granting or suspending authorisations to place veterinary 
medicines on the market. The ANMV also verifies 
pharmaceutical establishments, products, and advertising 
of the products.  

DGDDI Direction Générale des 
Douanes et des Droits 
Indirects 
Directorate General of 
Customs and Indirect 
Duties 

Customs control of extra-Community import products 

 

CNA Conseil National de 
l’Alimentation 
National Council for 
Food 

Convened by the Ministries of Agriculture, Health and 
Economy (charged with Consumer Affairs)  
Some 50 members (three year terms) including consumer 
representatives, professionals of agro-food and distribution 
sectors, collective restauration, ministry representatives, 
heads of corresponding committees and scientific experts 
A "parliament of the food chain", renders opinions on the 
definition of  governmental food policy in the domains of 
health, quality, safety or nutrition. Active since 1986. 

CNC Conseil National de la 
Consommation 
National Consumer 
Council 

Collegial representation of consumers and  professionals, 
presided by the Minister of Economy, consulted by the 
public authorities on consumer policy. Contains a 
permanent working group on "Agro-food and nutrition". 
Secretarial support provided by the DGCCRF. 

ADVISORY BODY

CONTROL

Mays, Jahnich & Poumadère (2005)  14 



Safe Foods WP5 French Institutional Review v.3 August 2005 

CNSP  
(formerly CNSS) 

Comité National de 
Santé Publique (former 
Comité National de la 
Sécurité Sanitaire) 
National Committee on 
Public Health (former 
National Committee for 
Public Health 
Protection)  

The CNSS' remit (Health Code of 1998) was to analyse 
public health events and confront available data, and, to 
coordinate the national health, product and health security 
agencies. Quarterly meetings under the Minister of Health 
including the agency directors and presidents of their 
scientific commitees. 
Subsequent to the 2003 heat wave catastrophe in France, 
the CNSS was disbanded. It should be replaced by a 
CNSP or National Committee on Public Health (as 
foreseen by 2004 public health law). Would then 
coordinate public health and prevention policy across 
ministries and evaluate conditions for funding of health 
and prevention initiatives. 

CPP Comité de la 
Prévention et de la 
Précaution 
Committee on 
Prevention and 
Precaution  

Contributes to Ecology Ministry policy development with 
opinions on the basis in prevention and precaution 
Vigilance, alert and expertise for environmental health 
issues 
Provides link between research and scientific knowledge 
and regulatory action 

CSHPF Conseil Supérieur 
d’Hygiène Publique de 
France 
French High Council on 
Public Health  

Described above in “Assessment” 
 

 

INPES Institut National de 
Prévention et 
d’Éducation pour la 
Santé 
National Institute for 
Health Education and 
Prevention 

Expertise and guidance on prevention and health 
promotion. 
Development of health education. 
Implementation of prevention programmes (notably 
through public information brochures).    

EDUCATION
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ORGANISM 
French title  
and English 
translation 

Role and duties in the domain of food safety 

 

ICTA Instituts et Centres 
Techniques Agricoles 
Technical Agriculture 
Institutes and Centers 

Applied research and technical support (experimentation, 
training, information) to contribute to technical progress in 
agriculture 
23 centers created and managed by professional 
agriculture organizations  

IFREMER Institut Français de 
Recherche pour 
l’Exploitation de la Mer 
French Research 
Institute for Exploitation 
of the Sea 

Public research establishment under the tutelage of 
Research, Agriculture, Equipment and Transport, and 
Environment Ministries. Monitors living oceanic resources, 
protects the marine environment, and fosters sustainable 
economic development of maritime zones. Assures 
controls of seafood products and water quality. 

INRA Institut National de la 
Recherche 
Agronomique 
National Institute for 
Agronomic Research 

Public scientific research institute under the Ministries of 
Research and Agriculture. Research areas include 
agriculture, food and food safety, environment, territorial 
management and sustainable development. Founded in 
1946 it is now the largest European acronomic research 
institute (8560 agents of which almost half are scientists or 
engineers). 

INSERM Institut National de la 
Santé et de la 
Recherche Médicale 
National Institute of 
Health and Medical 
Research 

Public research institute under Health and Research 
Ministry oversight. 
Assure link between fundamental, clinical, therapeutic, and 
public health research 
360 laboratories of which 85% implanted in teaching 
hospitals 

LNR Laboratoires nationaux 
de référence 
National Reference 
Laboratories 

Network of official laboratories and agreed private 
laboratories offering scientific and technical support to the 
DGAL. Perform analysis to render official results of control 
and surveillance. Develop and promote analytic methods. 
Most of the public laboratories are integrated within 
AFSSA. 
Decentralized veterinary laboratories and plant protection 
laboratories answer to DGAL.13 reference units and/or 
study and quarantine stations 
 

Research and expertise organisms 
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These administrative or parliamentary organs do not have a dedicated role in food safety, but have 
produced reviews or audits with significant influence on reform 

CPCI Comité permanent de 
coordination des 
inspections 
Permanent Committee 
to Coordinate 
Inspections 

IGAS Inspection Générale 
des Affaires Sociales 
Social Affairs General 
Inspectorate 

IGE Inspection Générale de 
l’Environnement 
Environment General 
Inspectorate 

IGF Inspection Générale 
des Finances 
Finance General 
Inspectorate 

Administrative inspectorates involved in periodic legislated 
audits of public establishments and action 
 

OPECST Office Parlementaire 
d'Évaluation des Choix 
Scientifiques et 
Technologiques 
Parliamentary Office 
for Technology 
Assessment 

Organizes and supports investigations to provide advice to 
Parliament regarding the consequences of scientific or 
technical options. 
Note that the Office is unusual among parliamentary 
science advisory bodies in that investigations are 
conducted by parliamentarians (rather than by 
professional scientific staff). 

Other counsel and inspection organisms 
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I.1.1.1- Risk assessment5 

AFSSA, which saw light on April 1, 1999, plays the central role in the assessment of 
food and feed risks. Other public organisms, identified below, are also involved in a lesser 
capacity. 

AFSSA (Agence française de sécurité sanitaire des aliments)  

The French Food Safety Agency is tasked to assess health and nutritional risks that 
may be associated with food or animal feed. AFSSA contributes "to ensuring the safety of 
food, from the production of raw materials through to distribution to the final consumer" 
[AFS2003]. "The Agency has a very wide area of competence, covering all food sectors: 
animal and plant products, drinking water, human food and animal feed. It assesses the 
nutritional and health risks which may be posed by food intended for human or animal 
consumption, including water for human consumption. Additionally, as well as food itself, the 
Agency is tasked to assess the risks from different products whose use may have 
consequences for food safety: plant protection products, veterinary medicines, antiparasitics, 
fertilizers and soil conditioners, materials in contact with food and food packaging. It also 
assesses the risks posed by animal diseases or infections" [AFS2003]. 

Its functions involve assessment, research, and scientific and technical support to 
public authorities and policy makers. 

Note, however, that toxicological risk assessment responsibilities in the area of 
phytosanitary products (including marketing authorization requests) today lie outside AFSSA. 
They are handled by the CET or so-called COMTOX, located within the Agriculture 
Ministry.  This “anomaly”, as one of our interviewees termed it, is slated for change (see Case 
Study on Pesticide Residues).  

AFSSA is overseen by the three ministries mentioned above (Agriculture, Finance and 
Health); this public institution is therefore embedded in a state system, but tasked to provide 
independent expertise6. This independence is sought through six precepts:  

• Remit: exclusively centered on health thereby enabling the Agency to limit its 
assessment to health aspects without regard to economic, political or diplomatic 

                                                 
 
5 In Figure 1 and Table I, the organisms tasked with food risk assessment are represented by an oval. 
6 “It is somewhat paradoxical to describe AFSSA as an ‘independent agency’ – as government spokespeople 
often do – when it is in fact under the tutelage of three ministries (agriculture, health and consumers). [The 
Managing Director] suggested that AFSSA would best be described as ‘a dependent body charged with 
conducting independent expertise’.” [MAR2004, p.54] 
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(transnational) aspects; 
• Financing: almost entirely by public funds; 
• Risk assessment: strict adherence to a set of principles, i.e., reliance on collegial 

expertise that is guided by its own procedures (and not by the political or media 
agenda), and calling in a balanced manner on both external expert committees and on 
internal expertise (scientists under contract within the Agency);  

• Transparency: defined as the avoidance of conflicts of interest by excluding from 
expert committees any members of industry organizations or central administration 
(risk managers);  

• Openness: systematic publication of opinions rendered; 
• Self-referral: the capacity to self-task in order to respond to emergent issues 

[HIR2001].   

With the exception of the field of veterinary medicines7, AFSSA has no control 
function or police powers to impose measures [AFS2003], although it can propose control to 
the competent authorities. 

The Agency assures expertise through both internal resources (scientists, laboratories) 
and external expert panels. The expert panels, renewable every three years, do not include 
scientists from the private sector despite the particular knowledge such personnel could 
contribute. This decision was made to preserve the credibility and perceived neutrality of the 
Agency’s assessments [MAR2004]. Stakeholders from industry and civil society are 
represented on the Administrative Board (see details in Section I.2.3.1-). 

Key 2002 statistics were published in AFSSA’s annual report (the 2003/2004 Annual 
Report [AFS2004c] updates some statistics for 2003; generally a modest linear rise is seen): 

• 274 management grade scientists and 403 technical staff8 in 13 laboratories (in 2004 
the “Catering Research” laboratory was no longer cited; see Annex 4); 

• 250 external experts on panels in 2003; 
• 350 referrals, stable over the first three years of operation; 25% were water-related, 

18% concerned nutrition, 15% animal feed, 10% transmissible spongiform 
encephalopathies (in 2003, referrals grew by 12% to reach 392). (Details reported in 
2003:  

o Animal feed, Water and Human nutrition together covered 66% of referrals, 
                                                 
 
7 This area is handled by an entity subsisting within AFSSA for historical reasons, the ANMV: French Agency 
for Veterinary Medicinal Products. See Section I.1.1.4-. 
8 This total number represents staff of rather different origins. An expert interviewee pointed out that the food-
specific risk assessment section created for AFSSA counts approximately 100 persons in all, while the 
laboratories inherited from the former Veterinary Research Center account for some 600 persons. See Sections 
II.1.5 and III.1.2.) 
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o TSE referrals continued to drop off from their high in 2001 (36 to 30 to 23 in 
2001-2003), 

o Biotech referrals grew from 10 in 2002 to 23 in 2003 due to the lifting of the 
European moratorium on GMOs and systematic consultation of AFSSA within 
the scope of market authorization dossiers, 

o A 30% hike within the overall category of authorization applications 
corresponds to a new procedure in which a referral is completed after each 
opinion and provision of complementary information as requested by the 
opinion is registered as a new referral. This procedure also meant that animal 
feed referrals practically doubled in 2003);  

• 25 self-referrals represented 7% of all referrals recorded in 2002 (17 self-tasks 
represented 4% in 2003); 

• 4 referrals by consumer organizations (only 2 in 2003, in both cases representing ≤1% 
of referrals); 

• 318 opinions issued at an average of 13,000 euros per opinion (328 in 2003; most 
averaging 5 months’ time before release); 

• 188,300 tests and diagnoses completed over the life of the Agency in 2002 (the 
number rose to 233,759 total by 2004); mainly confirmation testing or second line 
diagnostic tests and organization of inter-laboratory trials concerning first line tests: 
AFSSA coordinates the national network of public veterinary laboratories rather than 
seeking the monopoly of testing competence, and has reviewed national crisis 
readiness with the Agriculture Ministry. In the case of acrylamide, AFSSA was led to 
organize proficiency tests to create within just months a solid contaminant test 
capability in this network; 

• 60% more market authorizations for veterinary medicines in 2002, combining a huge 
increase in requests and absorption of  a large backlog;  

• 2,153 declarations received at pharmacovigilance centers (70% from veterinarians and 
15% from industry—the vigilance network is a French innovation and reaps a very 
large number of declarations compared to European countries without this formal 
organization). 
The 2003/2004 Annual Report [AFS2004c] provides financial statistics for 2003. The 

budget amounted to 80M€. Actual operating income was 61.02 M€ (showing a steady rise 
from 48.14M€ in 2001). The 2003 fiscal year was marked by uncertainty: state subsidies did 
not cover approved tasks. The total amount of cancelled subsidies from the Ministry of 
Agriculture was 4.4M€.  Research subsidies as well were reduced as the three ministries saw 
their budgets trimmed. For the second year running AFSSA was authorized to incur a deficit, 
transferring 6M€ from capital. The final deficit amounted to 6.58M€. 
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InVS (Institut de Veille Sanitaire) 

The National Institute for Public Health Surveillance  is primarily concerned with 
surveillance and monitoring of public health9. However, InVS also participates in some food 
risk assessment missions, e.g. through collaboration with AFSSA in working groups or expert 
committees. InVS is supported by Interregional Epidemiological Cells (CIRE, Cellules 
InterRégionales d’Épidémiologie). These may be activated by the state's decentralized health 
administrations DDASS or DRASS (Directions Départementales10 -or- Régionales de 
l’Action Sanitaire et Sociale) to perform investigations or risk assessments in regard to many 
different types of hazard. 

CNSS (Comité National de Sécurité Sanitaire) 

The National Committee for Public Health Protection was originally created in 1998 
as a coordinating body for the public health, product and health security agencies now 
numbering six11, and to perform analysis of public health events. Working groups within the 
CNSS contribute directly to the food safety assessment system through assessing e.g., dioxin 
exposure.  

CGB (Commission du Génie Biomoléculaire) 

The Commission on Biomolecular Engineering, which provides an opinion on each 
GMO research proposal, performs health and environmental risk assessment in the domain of 
voluntary dissemination of GMO. Unusually, it includes life scientists, representatives of the 
socioeconomic sphere and civil society.  

I.1.1.2- Risk evaluation (if not integrated in risk management) 

The French food safety system is explicitly designed to ensure a clear separation 
between risk assessment and management—while claiming a "tight link" between these steps. 
The separation is effected on the level of institutions. There is no body explicitly tasked with 
risk evaluation as an intermediate step between assessment and management, although 
various advisory bodies (some of them multi-stakeholder) do participate in effect in such 
evaluation; see Figure 1 and Table I. A “feeling of lack of completion” of the “French risk 
analysis arrangement” [CNA2005] was recognized soon after the 1998 reform and analyzed 
in a report to the Prime Minister on the use of the precautionary principle [KOU2000]; see 
Section II.1.4. 

                                                 
 
9 See: I.1.2.1- Early warning and priority-setting. 
10 France counts 96 territorial divisions called departments, grouped in a total of 22 administrative regions. 
11 See Section I.1.1. 
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The first Managing Director of AFSSA made public statements regarding the use by 
assessors of data outside the domain of health science: "The objectives of the Agency are 
exclusively health-related. Arbitrations between health considerations and economic, 
diplomatic or political considerations do not take place within the Agency" [HIR2001].  

“ [AFSSA's] context is one in which everything is expected of the expert, except that 
he take the place of political decision makers, and everything is expected of an expert agency, 
except that it take the place of risk managers. This obliges us to render opinions that are 
sufficiently clear, opinions which [inform but] do not bind the deciding authority (…)”             
– Martin Hirsch, first AFSSA Managing Director, before the French Senate, 1999 
[SEN2000]. 

Still, it is interesting to note that AFSSA has often been perceived to overstep or 
overflow from the pure assessment position. Its mandate to provide policy recommendations 
appears to be the most disputed part of its mission. According to our interviews, the 
Managing Director has given a clear directive to experts “to make the recommendations they 
feel are important to protect public health (…) without censure”. Other actors sometimes 
react negatively: 

• Food professionals (producers, importers, distributors) and consumer representatives, 
consulted in an informal “audit” commissioned by AFSSA at the occasion of its fifth 
anniversary [BES2004c], complain about this mandate. Both stakeholder categories 
note that the Agency does not employ persons with socio-econometric competences. 
Professionals cite perceived over-conservative evaluations by AFSSA. According to 
this stakeholder category, such evaluations stimulate political decision makers to 
apply a precautionary principle that in turn hampers food activities. This stakeholder 
accuses government officials of “hiding” behind the scientists. 

• Scientific expert panel members complain that their opinions may be reworked—in 
complete legality—by the directors of the food safety agency. The original opinion is 
not automatically published, although it is made available on request. As per law, the 
published opinion is that of AFSSA, under the signature of the Managing Director (see 
the example of Q Fever described below). 

• While some managers interviewed accept the presence of policy recommendations 
(while wishing that, to increase the comfort margin, a number of options be presented 
and quantified), some actors perceive that Agency experts are made, or allowed, to 
substitute for decision makers:  

o “I find profoundly shocking, shocking that experts should be tasked to 
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decide!”12 (former Director of the DGAL, quoted in [GIM2002]).  
o “A level of risk should be placed against each (scenario) option, but then it’s 

not up to the scientists to choose the acceptable level. Inexperienced experts 
tend to let themselves get carried away with this because it gives them a bit of 
management power” (Expert). 

• Managers disagree on the need for AFSSA to interpret the content of opinions by 
giving recommendations; while some interviewees suggested this is helpful, for “we 
are generalists by definition”, a senior manager objected “we have the competence to 
read the opinions without the Managing Director going back over them”. 

• Government has complained of AFSSA assessment opinions so definitive that they 
beg the policy conclusion and leave little room for diplomacy (European in particular).  

The first AFSSA Managing Director published a general-readership book in 2002 
[HIR2002] that seemed to confess and explain or justify such events. For instance, the book 
detailed the Agency scientists’ reasoning behind their famous opinion that left France unable 
in October 1999 to lift the embargo on British beef, in striking discord with the European 
Commission. 

One explanation that could be offered for this type of event is the youth of the Agency 
at the time. Assessors were still building their practice and role. The Managing Director 
before joining AFSSA had been the Cabinet Director of a very progressive Health Minister, 
and he had brought staff with him to the new Agency. They were in the habit of working out 
recommendations and advising the political decision maker.  

However, our interviews found that such “overstepping” has not ceased as the Agency 
has matured. Administrative decision makers admit that such overly determining opinions are 
not frequent—but that they do still occur. Moreover, they occur in cases where the 
implications of the firm Agency recommendation are costly in economic or diplomatic terms. 

 An example is that of Q Fever (opinion rendered in June 2004). A referral was made 
to investigate the means of transmission of this disease from goats to humans (the farmer). At 
the time of referral, a farmer was obligated to sterilize all milk when any one animal showed 
Q Fever. As this is a very penalizing measure for raw-milk cheese producers, an unwanted 
consequence was underdeclaration or dissimulation of fever incidence. A working group 
(combining risk assessors and managers) was convened by AFSSA to scope the referral. Two 
expert panels (Animal Health and Microbiology) then assessed the risk and found that risk of 

                                                 
 
12 This specific perception by the civil servant quoted appears to be related to the fact that the Agency publishes 
its opinions on its website in real time, as they are transferred to the policy branch. Possibly the suggestion is that 
this immediate publication confers a “definitive status” to the opinion in the mind of other stakeholders. 
Whatever the true situation, this is an interesting commentary on transparency in risk analysis! 
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transmission is concentrated in the airborne vector, whereas the milk vector is negligible. This 
assessment would thus have allowed managers to alleviate the heavy pasteurization obligation 
and thereby improve risk prevention overall. However, AFSSA directors contradicted the 
expert conclusion, altering the text (albeit transparently13) and adding the firm supplementary 
recommendation to pasteurize all goats’ milk from farms with an infected subject. This 
intervention has consequences that the DGAL (Directorate General for Food at the 
Agriculture Ministry) found disproportionate.  

A slightly different interpretation was heard from the Directorate for Health. In this 
view, the problem did not reside in AFSSA overstepping. Rather, managers did not receive 
the decision support they expected: instead of a unitary opinion, they found two expert 
opinions and the directors’ opinion. On a procedural level, the regulatory consequences were 
discussed, as appropriate, among representatives of the different ministries in the CCSPM 
(Comité Consultatif Santé Protection Animale) led by the DGAL. 

Observers point out that some overstepping from assessment into management is due 
to the wording of referral questions (see Section III.1.4). 

I.1.1.3- Risk management14  

Food risk management is carried out by a three-part central administration: 

• DGAL (Direction Générale de l’Alimentation), Directorate General for Food within 
the MAAPAR (Agriculture Ministry); 

• DGCCRF (Direction Générale de la Concurrence, de la Consommation et de la 
Répression des Fraudes), Directorate General of Consumer Affairs, within the 
MINEFI (Ministry of Finance); 

• DGS (Direction Générale de la Santé), Directorate General of Health, within the 
Health Ministry.  

This central administration is mandated to negotiate Community or international 
regulations, to coordinate food safety activities between French ministries, to formulate 
national policy and to evaluate its application.  

DGAL (Direction Générale de l’Alimentation) 

The Directorate General for Food is tasked with surveillance of the quality and the 
safety of food at all points in the food chain, as well as surveillance of the health and the 

                                                 
 
13 This instance of transparency, seen as a sign of high system organization, was highlighted in our interview 
with AFSSA’s (interim) Managing Director as a positive feature of the food safety system. 
14 In Figure 1 and Table I, the organisms tasked with risk management are represented by a trapezoid. 
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protection of animals and of plants.  

 The DGAL contributes to regulations concerning: 

• Safety of agricultural and food products, as well as hygiene at the stages of 
production, transformation, storage and distribution of such products (in collaboration 
with the Finance and Health Ministries); 

• Production, preparation and market presentation of agricultural and food products; 
• Health, feeding and protection of animals, and animal identification and traceability; 
• Phyto-pharmaceutical products and fertilizers; 
• Applications of genetic engineering (in collaboration with the Ministry of Ecology) 

[DGA2003]. 

DGCCRF (Direction Générale de la Concurrence, de la Consommation et de la 
Répression des Fraudes)  

The Directorate General for Consumer Affairs deals with safety, quality and 
fraudulent practice regarding consumer products or services in all sectors: composition, 
additives, authorized processing, consumer labeling, commercial or marketing behavior. The 
DGCCRF has a transversal mission of consumer protection, with the objective of assuring the 
basic quality of services or products that consumers have a right to expect (before 
consideration of marketing claims). The DGCCRF participates in formulating regulations 
defining minimal standards that should be met by products or services of a given category in 
order to be commercialized. This regulatory activity is focused on the agro food sector and 
mainly consists of transposing European Directives into French law as well as in following up 
on international standards (Codex Alimentarius) [DGC2004] . 

DGS (Direction Générale de la Santé) 

The Directorate General for Health has responsibilities in the following areas: 
responding to population health needs, improving the quality of health services and 
reinforcing public health and health security. Its food safety role concerns the regulation of 
drinking water. The DGS authors technical rules concerning safety perimeters around water 
collection points, approval of water treatment products and processes, and the design and 
upkeep of public and private water distribution networks [MSF2003]. 

According to interviews, two bureaus within the Subdirectorate for Risk Management 
are relevant in the food safety domain. These are the traditional Water Bureau and the newer 
Food Bureau, separated from the Water Bureau in 2002. Its development has not been 
completed since only 6 out of an expected 12 jobs have been funded (a contrast is drawn with 
the corresponding bureau in DGAL with 180 agents). 
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 The Department of Public Health Emergencies is also relevant, intervening in 
emergencies to prevent crisis development. 

I.1.1.4- Enforcement and monitoring of compliance15  

The three ministerial actors cited above for risk management roles also organize food 
safety control. In fact, their regional antennae, placed under the authority of the prefect16, 
monitor compliance and carry out investigations at the request of the central administration or 
the prefect. 

The DGAL relies on the following decentralized organs:  

• SRPV (Services Régionaux de Protection des Végétaux) : The Regional Plant 
Protection Administrations monitor the sanitary quality of plants and plant products 
from French or import sources; 

• DDSV (Directions Départementales des Services Vétérinaires): The Departmental 
Directorates of Veterinary Administrations control the application of regulations 
whose role is to fight against animal disease transmissible to humans; 

• DRAF (Directions Régionales de l’Agriculture et de la Forêt) : The Regional 
Directorates of Agriculture and Forests provide advice and perform controls in the 
domain of health protection; 

• DDAF (Directions Départementales de l’Agriculture et de la Forêt) : The 
Departmental Directorates of Agriculture and Forests have management and police 
functions in the domain of drinking water; 

• BENVP (Brigade Nationale d’Enquêtes Vétérinaires et Phytosanitaires) : The 
National Brigade of Veterinary and Phytosanitary Inquests participates in the fight 
against organized delinquency in plant and veterinary health areas and provides 
technical support to control administrations particularly in the case of public health 
crisis. [MSF2003] 

The DGCCRF has Directions Régionales et Départementales de la Concurrence, de 
la Consommation et de la Répression des Fraudes (DRCCRF et DDCCRF) or Regional and 
Departmental Directorates for Consumer Affairs. These carry out verifications on their own 
initiative or upon request from the central administration. Surveillance and control plans are 
formulated annually, focusing on sectors in which non-compliance has already been observed. 

The control of pesticide residues is a primary target for the DG for Consumer Affairs, 

                                                 
 
15 In Figure 1 and Table I, the organisms tasked with enforcement and monitoring of compliance are represented 
by a rectangle. 
16 The prefect is the regional representative of the central administration, coordinating and responsible for the 
application of national policy and protection duties. 
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in light of public demand. As a monitoring action, some 3500 - 4000 samples are analyzed 
each year by the central DGCCRF laboratories. The samples are taken from widely consumed 
foodstuffs (carrots, potatoes, citrus fruit, bananas, pears and peaches) but also from relatively 
less popular foods (avocados, leeks, and tropical fruits in 2001, or beets, mushrooms and 
Brussels sprouts in 2003). These controls carry out Community recommendations (e.g., 
sample apples, tomatoes and lettuce in 2001). 

The DG for Consumer Affairs also carries out targeted controls on a certain foodstuff 
(e.g., lettuce and spinach) or on specific substances (e.g., methamidophos in the case of 
peppers). Such targeted controls are carried out when there is suspicion and/or history of non-
conformity, or in response to Community alerts. It is noticed that targeted and repetitive 
controls find lower levels of non-conformity from year to year, suggesting that the control 
(followed by sanctions in case of non-conformity) is an effective measure for stimulating 
improvement. 

Monitoring and verification of water destined for human consumption and other 
verifications of food hygiene, notably in the context of collective food services, are carried 
out by the decentralized organs of the DGS : Directions Régionales et Départementales de 
l’Action Sanitaire et Sociale (DRASS; DDASS) or Regional and Departmental Directorates of 
Sanitary and Social Action. 

In recent years another layer of control has been ensured by Community-level 
authorities. The Dublin-based Food and Veterinary Office carries out verifications not only in 
Europe but throughout the world. The objectivity of these inquests was criticized in France in 
2000 (see [ASS2000]).  

The French Agency for Veterinary Medicinal Products (ANMV) inside AFSSA 
controlled manufacturing conditions with 70 inspections and 50 product tests in 2002. 

Internal quality control is also recognized as a food safety guarantee. The hazard 
analysis critical control point (HACCP) method in use throughout Europe indeed transfers a 
degree of control responsibility to food professionals who must identify dangers, assess their 
risk and set up preventive measures. Quality assurance in this manner implies that food 
producers, importers and distributors must elaborate and apply more or less complex auto-
control procedures.  

Another set of voluntary controls is meant to ensure that certain products or services 
placed on the market surpass the minimal regulatory standards. These controls are typified by 
initiatives like product normalization or official quality labels. The DGCCRF is involved in 
the attribution and verification of quality labels that have been defined by national or 
European regulations. The only outstanding exception is the case of appelations d’origine, 
verified by their own National Institute of Labels of Origin, INAO (Institut National des 
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Appellations d'Origine). INAO came into being to formalize traditional wine classification 
and introduce certification. Its approach was then extended to other food sectors like that of 
cheese. 

I.1.1.5- Handling of nutrition issues 

In January 2001 a five-year “National Nutrition-Health Program” was launched at the 
request of the Prime Minister. It is coordinated by the Health Ministry and involves the 
Education, Youth and Sports, Agriculture, Research, and Consumer Affairs Ministries or 
secretariats as well. It is guided by the recommendations of the High Council on Public 
Health, and by the conclusions of the Estates General of Food (Dec. 2000), the multi-
stakeholder conference at which the program’s creation was announced. The INPES, or 
National Institute for Health Education and Prevention (situated in the Health Ministry), is 
tasked with the public communication of the plan.  

The objectives set for 2001-2005 are to bring the French population to consume, on 
average, more fruits and vegetables, calcium and glucides (while still reducing the 
consumption of simple carbohydrates), and to diminish consumption of lipids and alcohol. At 
the same time physical activity is encouraged.  

This “nutrition education” program uses specific strategies for different population 
sectors: adults, adolescents and their parents, elderly people and pregnant women. Certain 
actions target health professionals, teachers and social workers.  

The DGCCRF or Directorate General for Consumer Affairs has communicated on its 
role in the program. Alongside participating in the interministerial coordinating group, it 
participates in drawing up dietary guides for the general public. A National Nutrition-Health 
logo has been developed to “labellize” public or private initiatives led in conformity with the 
spirit and objectives of the program. The DGCCRF participates in setting criteria and 
controlling conformity for the use of the logo. 

The program is executed on the regional or local level. In this way, major cities across 
France have their own priority objectives, strategic program and post-evaluation means. 
Interventions in schools are a primary component, including dietary menu planning. The 
presence of candy and soda distributors in schools (subsidized by cola manufacturers, 
whereas local collectivities do not necessarily have sufficient budgetary means to offer 
alternative snacks to young students) has been a particular bone of contention and political 
target. 

AFSSA has an expert panel on “Human Nutrition”. This panel elaborates the scientific 
basis of the “National Nutrition-Health Program”. It actively made known its position during 
2004 parliamentary debate updating public health law, requesting that not only candy and 
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soda be eliminated from school distribution, but also any processed foods rich in sugar, fats 
and/or salt. A position paper was released on June 8, 2005 in the context of the application of 
the law, reiterating this request and explaining the public health need to discourage unhealthy 
“snacking” behavior. 

Obesity, particularly precocious obesity, is by now identified by parliamentary actors 
as a growing and potentially catastrophic public health menace. Calls are heard to orient 
vigilance toward such “true risks”, and away from foods where a high level of safety has been 
attained [OPE2005b] or from GMO [OPE2005a]. 

Early in its existence AFSSA organized a working group (mixing scientists, managers, 
and stakeholder representatives) on the subject of salt levels in food. It held a public 
colloquium. This was a response to complexity and ambiguity: the Managing Director created 
the initiative upon being visited by actors in disagreement with the position of AFSSA on salt 
[HIR2002]. AFSSA has continued to hold open-houses on nutritional subjects. 

I.1.2 Setting the stage  

In the context of the five-year inspection of the establishments created by the Public 
Health Code in July 1998, an “empirical and non-normative definition” is given of health 
security: “the set of decisions, programs and actions aiming to protect the population against 
all dangers and risks considered as escaping the control of individuals and defined on this 
basis as coming under the responsibility of and regulation by public authorities” [IGA2004] 
(Tome II, p. 9).  The focus is on products and activities.  

Achieving health security supposes that two major organs be operational: one, 
dedicated to assessing hazards and risks related to products elaborated for human 
consumption; a second, dedicated to the health surveillance of populations entering into 
contact with those products in the course of their activities. Unlike the first organ which can 
delineate its field of assessment, the second organ (exemplified in France by the InVS, 
described below)) cannot distinguish a priori between events arising in the public health or the 
health security sphere. A judgment must be made as to which type of actor should be alerted 
when harm is detected on a population level [IGA2004]. 

Food safety is embedded in the overall health security system. While AFSSA is the 
centerpiece of food safety, InVS is called the network head of the health security system. 

I.1.2.1- Early warning and priority-setting 

At the head of the health security system is the InVS, the National Institute for Public 
Health Surveillance (Institut de Veille Sanitaire, set up by the Public Health Code in July 
1998 and completed by legislation in 2001 and 2004). As such its mission is not limited to the 
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food safety domain. The InVS is placed inside the Health Ministry. According to law (Public 
Health Code Article L1413-2) its tasks are: 

• Ongoing surveillance and observation of the state of population health, through 
participating in the collection and processing of epidemiological data with 
input from the public and private partners in a “national public health 
network”; 

• Health security monitoring and vigilance, by: 

o Assembling, analyzing and updating knowledge on sanitary risks, their 
causes and evolutions 

o Forecasting and detecting risk factors that may suddenly or gradually 
modify or alter health in the population or certain subpopulations 

o Studying and listing the vulnerable subpopulations. 

Such vigilance may also be carried out for the European Commission, international 
organisms or third party countries with the agreement of the Minister of Health. 

• Sanitary alert. The InVS immediately informs the Minister of Health in case of 
threat to general or subpopulation health, whatever its origin, and recommends 
means to prevent or mitigate the threat. 

• Crisis support. The InVS recommends any necessary actions to the public 
authorities. 

In order to carry out its missions the InVS (Article L1413-3): 

• Carries out studies, research, training and information; 

• Sets up information systems to readily access the necessary scientific, climatic, 
sanitary, demographic and social data, notably morbidity and mortality; 

• Develops alert indicators allowing the public authorities to engage early 
prevention or respond quickly to confirmed crises; 

• Furnishes a yearly report synthesizing all surveillance data and making 
recommendations and proposals for public action; 

• Runs a worker health and safety observatory using national health system data 
and regional statistics. 

Data for this observatory are obtained from a great range of public establishments 
(e.g., army or university health services, or civil defense).  

Regarding food safety in particular, the InVS depends on the input provided by CIRE, 
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the Interregional Epidemiological Cells (Cellules InterRégionales d'Épidémiologie) and the 
DDASS mentioned above (Departmental Directorates of Sanitary and Social Action). This 
health surveillance, grounded in local information procedures, allows the detection of food-
related pathologies such as collective food borne intoxication or infection including listeriosis 
(other public health threats under surveillance include syphilis, diphtheria, legionnaire 
disease, etc.). Early warning is accomplished by the obligation placed upon medical 
practitioners to report immediately to their DDASS any suspicion or confirmation of these 
pathologies; incoming information is collated and transferred to the national institute. In case 
of alert, a crisis coordination plan is triggered to allow all the involved administrations to 
cooperate in seeking out the incriminated food product and to engage the necessary means of 
protection (recall of products from store shelves, consumer information, etc.) [INV2002].  

The InVS can request that the application of health measures be controlled by ministry 
inspectors (Article L1413-4). 

 A similar system is in place to prevent the spread of animal disease: the DDSV 
(Departmental Directorates of Veterinary Administrations) mentioned above collect 
information. Any suspicion or declaration of targeted pathologies triggers a pre-determined 
plan to identify, isolate and neutralize the source of contamination.  

AFSSA too plays a role in surveillance and alert. The Animal Pathology and Zoonoses 
Research Laboratory is concerned with animal diseases forming major public health threats. 
Ongoing work bears on improving methods for the detection and the characterization of 
infectious agents, and, on harmonizing and evaluating the analytic methods applied by field 
laboratories. This work allows the laboratory to monitor the animal health situation, detect 
threats, and advise the public authorities on prevention or mitigation. 

AFSSA also lends attention to emergent risks, attempting to anticipate rather than 
simply to react to crisis or to be guided solely by feedback from the application of regulations. 
Here AFSSA’s self-tasking power is seen to be essential, facilitating prospective research and 
contributing to the Agency’s independence. Study areas are identified by expert committees 
or Agency scientific personnel. Based on proposals by the Department of Laboratory 
Planning and Review, the Administrative Board defined the following scientific and practical 
priorities for 2002-2005:   

• Reinforce and broaden risk awareness in beef production; 
• Acquire new knowledge on health risks in the fish-farming and fishing industries; 
• Contribute to the assessment of food risk from water and products of plant origin.  
• (A fourth priority bears on reinforcing and maintaining Agency competence in its 

domains of action through human resource management.)  

Five transversal themes were also highlighted: Emergence or re-emergence of 
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microbes and potential zoonotic agents; transmissible spongiform encephalopathy (TSE); 
animal feed and human health risk; quantitative risk assessment (QRA); food composition and 
nutritional risk [AFS2003]. 

I.1.2.2- Legal and political requirements such as safety goals 

In contrast with traditional public health objectives (to reduce risk through preventive 
measures), the objectives of a health security system are described as focused on the 
elimination of hazards or “more frequently”, on limiting the associated risks to acceptable 
levels (i.e., below the threshold of detection in the general population). An “acceptable level” 
of risk in a health security perspective is “generally conceived of as sufficiently low to be 
under detection thresholds accessible by the surveillance of populations” [IGA2004] (Tome 
II, p. 10). 

The CNA (National Council for Food) published an opinion reviewing methods for 
hazard identification and risk prioritization, showing in particular the risk tolerability 
threshold tools that are used in other national contexts [CNA2002]. AFSSA has undertaken 
work in this direction, starting with an inventory of microbiological risks and a study of food-
related mortality and morbidity in collaboration with the InVS [AFS2004b]. To our 
knowledge managers have initiated no risk prioritization. 

The Codex Alimentarius fills the objective of establishing international food standards 
in the goals of consumer health protection and market honesty; its standards take precedence 
over national standards. 

French drinking water norms and quality targets are defined with reference to WHO 
recommendations.  

The DGAL defines microbiological quality standards for food safety.  

I.1.2.3- Risk assessment policy 

French risk assessment policy is resolutely framed by the Codex Alimentarius. Thus a 
publication by the former AFSSA DERNS head [MAR2005] explains the normative value of 
Codex and cites two general principles as particularly important: separation of risk assessment 
and management, and risk analysis (composed of assessment, management and 
communication). The publication reviews the Codex steps in risk assessment, occasionally 
giving relevant French illustrations. The usual targets and methods are cited. 

Quantitative risk assessment is rarely practiced, not only because of data limitations 
but also because there are few competent scientists in this area in France [MAR2005]. A 
single QRA has been published by AFSSA, regarding crypto spores in drinking water. The 
Case Study on Campylobacter (Section IV.3) provides information on an attempt to develop 
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QRA. AFSSA’s Administrative Board identified QRA as a priority theme for development in 
their 2002-2005 program [AFS2003].  

The role of science in providing managers with references and standards is explained 
in [MAR2005]. In this connection the following concepts are described: 

• In toxicology: tolerable dose, observable adverse effect level, safety factors, 
acute reference dose, threshold of toxicological concern, maximum residue 
limits, ALARA; 

• In nutrition: recommended dietary allowance, upper safe level; 

• In microbiology: the difficulties of performing QRA are again evoked. 

Note too the obligation on operators to perform some steps in risk assessment through 
the required use of HACCP. 

 Risk assessment policy judgments 

Risk assessment policy judgments are concerned with issues such as: 

• which kinds of impacts are deemed to be within the scope of the assessment and 
which were outside it; 

• which kinds of evidence to include and which to discount; 
• how to interpret the available evidence; 
• how to respond to uncertainties; 
• how much of different kinds of evidence would be necessary or sufficient to sustain 

different types of judgments [MIL2004]. 

An AFSSA scientist provided an example of “how much of different kinds of 
evidence would be necessary or sufficient to sustain different types of judgments”. This 
example is interesting for it shows that 1) expert panels indeed give thought to how much 
evidence is needed and what are the limits of their ability to render an assessment; 2) there is 
no set doctrine in the matter, for the Managing Director of AFSSA may disagree with the 
experts’ decision about data limitations. 

The example concerns AFSSA assessment of methyl-mercury risk. After the 2002 
publication of a first assessment, JECFA17 lowered the toxicological reference dose in 2003. 
AFSSA therefore updated the assessment based on the contamination data available for 
continental France. The Managing Director considered it was important to make a statement 

                                                 
 
17 Joint FAO/WHO Expert Committee on Food Additives. While not officially part of the Codex Alimentarius 
Commission structure, the JECFA provides independent scientific expert advice to the Commission and its 
specialist Committees. 
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about the French West Indian territory of Guyana18. “The expert panel considered that their 
evaluation was valid only for continental France, that they had absolutely no idea what goes 
on in Guyana, it’s not the same diet, different fish are consumed, they have a different manner 
of fishing, the same foodstuffs won’t be contaminated, etc., so the expert panel did not want to 
make a statement about risk in Guyana. But the MD absolutely wanted something to be 
added. So, in the expert panel report it’s written that the panel does not agree to add 
something about Guyana, and the MD added something, writing ‘AFSSA considers that for 
Guyana…’. (…) He is within his rights as MD of the Agency to add whatever he wants to an 
opinion, as long as it’s not in contradiction with the expert opinion19. So we try to [distinguish 
the two levels].” 

Such risk assessment policy questions appear first to have been raised in the French 
context by the National Council on Food in their opinion on the use of risk inventories and 
scales20. Below we translate briefly from [CNA2002] (and add some general replies when 
they are founded). Note that for many of these questions, it is not necessarily pertinent to 
expect to see published general statements of policy. Case studies would be required to find 
actual policy applications.  

• What target population is used? Are particularly sensitive or only average 
populations taken into account? (Reply: AFSSA and other actors in the food safety 
system certainly do take into account vulnerable populations; see Sections I.1.2.1-; 
IV.1; IV.4)  

• What types of impact are taken into account?  

o Solely human health via food? Mortality, or morbidity as well? (Reply: 
Morbidity is taken into account.)  

o In the case of morbidity, which health effects are taken into account, and 
which are excluded: acute/short term impacts; psychological pathologies; 
other quality of life factors? (Reply: A DG for Food manager stated 
concerning aflatoxins (see Section IV.4): “"What's more difficult to 
evaluate is the toxicity that can reveal itself over time, to decide what kind 
of exposure [can be tolerated]. It's a question of finding a balanced vision 
between the risk in itself, intrinsic, as it is identified, quantified, and then 

                                                 
 
18 According to the scientist there is “a problem in Guyana with methyl-mercury”; we did not ask for details on 
the specific problem. 
19 This rule would appear to have been broken in the case of the opinion on Q Fever (Section I.1.1.2-); our 
interview with the Managing Director of AFSSA suggests that the rule was preserved by the “transparent” 
character of the contradictory information; see note 13. 
20 The rapporteur (first author) of [CNA2002] is Claire Marris, a co-author of [MIL2004]. 
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looking into the exposure of the consumer population exposed to that risk. 
That's when we get into the more complicated issues". .” Although coming 
from a manager, this quote suggests that there is awareness of the need to 
integrate long term impacts into assessment but that there are recognized 
data limitations.)  

o What about animal welfare? (Reply: Animal welfare is taken into account 
within AFSSA, because for historical reasons the Agency relies on former 
veterinary laboratories and subsumes the veterinary medicines assessment 
and control structure ANMV; however, we did not find information to 
confirm that animal welfare (wellbeing) is a risk assessment criterion for 
food. AFSSA has an Animal health expert panel and animal health was 
considered in e.g., recent work on mycotoxins; see Section IV.4.4.)  

o And (which) environmental impacts? (Reply: we assume that 
environmental impacts are likely to be excluded in that a separate agency 
for environmental health security exists; however, there is talk now in 
parliamentary circles about founding a super agency focusing on food, 
environmental and occupational risks; Section III.1.2) 

o And economic consequences? (Reply: these appear to be entirely excluded 
from assessment on principle, and indeed risk managers complain of 
assessors’ lack of awareness of economic consequences which may lead to 
their use in opinions of overly strong language preventing managers from 
lifting or avoiding disproportionately costly measures (Section I.1.1.2-); 
the long-awaited but as yet unrealized creation of a socio-economic 
“second circle” of expertise could alleviate this type of problem ; see 
Section II.1.4.)  

• Which hazard exposure pathways are considered plausible? (Reply: clearly this 
depends on the case. We suspect that pathways are considered in turn without a 
priori restriction. Concerning Q Fever (Section I.1.1.2-), managers complain that 
AFSSA directors took the food borne pathway as plausible in direct contradiction 
with their expert panels21 who judged—on the basis of available data—the 
airborne pathway to concentrate the risk of transmission from ruminants to 
humans.) 

                                                 
 
21 Q Fever indeed provides an example in which AFSSA directors appear to contradict the expert conclusion—
thereby throwing into question the interviewee statement above under c) according to which such direct 
contradiction does not or should not arise. 
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• Which causal links are considered plausible: Only confirmed links, and/or with 
unitary and well-known causality, or also, multi-causal and/or more complex 
links? (Response: The Campylobacter case study indicates that French assessors 
are interested in developing QRA in order to be able to integrate larger sets of 
causal factors; they recommend using “Bayesian statistics to facilitate (possibly 
progressive) integration of complex data into the algorithm”; see Section IV.3.3.) 

• Is the strict application of legislation and control assumed? (Response: In principle 
such strict application is not assumed. Still, it is very difficult to quantify the 
deviations. AFSSA complains that results of actual controls are not delivered by 
Ministry inspectors to the Agency, thereby preventing experts from estimating the 
effective application of legislation, the impacts of (non) application, etc. This 
disappointing failure to obtain control data was highlighted in the 2003 Annual 
Report [AFS2003]. Ministries reply (in our interviews) that the principle of data 
sharing is not at issue: rather, they lack the means to draw up an appropriate 
coding frame and enter the data for transmission (Section I.2.1.1-). Their current 
reporting system is adapted only to their own traditional uses of control data.)  

• Which baseline comparative reference is used? (i) presumption that marketed 
foods are safe, and require only that new foods do not present new or additional 
risks? (ii) compare agricultural innovations to current methods (high-input 
agriculture) or to alternatives as well (organic farming)? (Reply: Again, case study 
data would be required to reply.) 

Risk assessment policy reflection within AFSSA 

A significant document published in July 2004 [AFS2004b] details AFSSA’s “risk 
assessment priorities”, i.e., the self-tasked work program sketched for 2004-2007, discussed 
and validated by the Scientific and Administrative Boards and the Directors’ Council22. This 
document does not lay out assessment doctrine but shows that there is discussion and 
reflection within the Agency on assessment models and issues, and work engaged in the areas 
of toxicology and microbiology.  

Current or planned assessment policy reflection in the area of food contaminants 
regards: 

• models for calculation of toxicological reference values on the basis of 
                                                 
 
22 The self-tasked priorities for development in nine areas (microbiology, nutrition, biotechnologies, feed, 
contaminants, TSE, additives, water, packaging materials) are determined according to the following criteria: 
public health significance including the margin for improvement; status of  scientific knowledge or uncertainty, 
model availability; alarm status; current dynamic of international scientific interest; scientific, regulatory, 
technical or professional novelty; perceived risk in society [AFS2004b]. 
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experimental data;  

• models for exposure calculations; 

• the no-threshold hypothesis used in carcinogenicity assessment  by “some other 
assessors including USEPA”, in recognition that this hypothesis “conditions the 
choice of models to be applied and the results of risk assessment”; 

• assessment of risks associated with chronic exposure to low doses and/or multiple 
contaminants. 

In the area of neoforms23 (by-products formed by food processing or packaging 
technologies), assessment policy reflection addressed the notion of toxicological threshold of 
concern. 

Guidelines for microbiological risk assessment were under development in the 
perspective of contributing to Community guidelines and thereby, to “credibility, reliability 
and transparency” of expertise: 

• Risk assessment of micro-organisms and enzyme preparations used in the agro-
food industry (guidelines completed before July 2004); 

• Biocides (guidelines under development in July 2004, involving cooperation 
between AFSSA and other organs of expertise) [AFS2004b]. 

I.2 Cross-cutting elements 

I.2.1 Internal communication: coordination and feedback 

The discussion below takes into account not only the actors of the food safety system, 
but also the other health security actors with whom they are commonly in interaction.  

The important question of referrals (a major instrument for internal communication) is 
treated in Section II.2.1.1-. 

Food risk assessor AFSSA relies on a network of 12 laboratories across the French 
territory and holding different expertise. The Department of Laboratory Planning and Review 
encourages exchanges and collaborations among these labs. Day-long seminars are organized 
in order to foster dialog between scientific teams.  

The Agency is also in relation with other expert agencies concerned with assessment: 
with the pharmaceutical safety agency AFSSAPS (on questions involving a slim border 
between medicines and food products), with the environmental health agency AFSSE (on 
                                                 
 
23 Our translation, unverified, of “néoformés”. 
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plant health products), with the National Institute for Public Health Surveillance InVS (with 
whom some external experts are shared in common), etc. 

Management players at the Ministries of Agriculture, Finance and Health have set up 
protocols for the coordination of their respective field offices intervening in monitoring and 
control. An objective is to ensure complete coverage of the French territory. An agreement 
was signed in 1999, redefining areas of interaction, setting up information exchanges and 
foreseeing coordination through joint investigations.  

The InVS is at the head of a vast national network involved in public health 
surveillance. This institute coordinates the following agents or standing networks: the 
Interregional Epidemiology Cells (CIRE), Departmental Directorates of Sanitary and Social 
Action (DDASS), the National Institute of Health and Medical Research (INSERM), the 
Regional Health Observatories (ORS), the toxicovigilance network of the antipoison centers, 
the French hospital system, social work agencies, etc.  

AFSSA belongs to several scientific networks devoted to issues of health surveillance, 
a source of partnerships and collaborations beyond the food safety borders. For example, 
AFSSA acts as scientific and administrative coordinator of the first European research 
network on human transmissible animal disease: MED-VET-NET (Network for Prevention 
and Control of Zoonoses). The overall objective of MED-VET-NET is to develop a network 
of excellence (a virtual institute) for the integration of European veterinary, medical and food 
sciences research on the prevention and control of zoonoses (including food borne diseases) 
while taking into account public health concerns of consumers and the other stakeholders 
throughout the food chain.   

Several systems exist to ensure links and consistency between different actors of the 
food safety system. The president of the Scientific Board of the 6 health security agencies sits 
on the corresponding Board of sister agencies. Public health and health security meetings are 
organized every two weeks by the Director General of Health (Health Ministry). Transversal 
crisis cells are organized in case of alert. 

The 70-member National Committee for Public Health Protection (CNSS; future 
CNSP, National Committee on Public Health) was created to coordinate all the health 
security agencies and institutes on a policy level. It provided a forum for the agencies to 
discuss shared themes of interest about once per quarter. However, it was observed as early as 
2002 to draw back from its original mission of real-time responsiveness and coordination, to 
focus instead on attempting to draw lessons from experience. Although the law of 2001 
completing the health security architecture tasked the CNSS to meet immediately in case of 
public health crisis, 18 months later no definition of “public health crisis” had been developed 
that would yield criteria for triggering such a meeting. The CNSS failed to take effective 
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action and stem the catastrophe of the 2003 heat wave (in which 14,802 French residents lost 
their life, perhaps as an outcome of generalized social attenuation of heat wave risk 
[POU2005]). This failure resulted in the decision to dismantle the CNSS and to replace it, 
according to 2004 law, with a National Committee on Public Health [OPE2005b].  

In order to assure the institutional separation of risk assessment and management, 
AFSSA and InVS do not have administrative powers (except in the case of veterinary 
medicines as a carry-over function within AFSSA). However, a tight communication link was 
foreseen between the control and assessment actors: 

• Control data collected by State administrations, notably those stemming from inquests 
or inspections, must be transferred to AFSSA if they reveal a threat to health (but the 
Agency reports that this obligation is not sufficiently respected—see discussion below 
in I.2.1.1-) ; 

• The Agency is consulted on surveillance and control programs ; 
• The ministers of Health, Agriculture and Consumer Affairs but consumers’ 

associations as well can lay referrals before AFSSA. At this time the law does not give 
industrial players the possibility to make referrals, but this is under study;  

• Within the Health Ministry, the DDASS and DRASS (social and sanitary affairs 
directorates attached to the Directorate General for Health) can lay referrals before the 
interregional epidemiologists CIRE (under InVS) to perform investigations or health 
risk assessments in a wide variety of cases. 

The ministries also can obtain “scientific or expert support” by addressing questions 
informally to individual experts or by soliciting reference laboratories, in the context of paid 
or unpaid annual contracts. These questions are not framed by referral. They concern 
methodological or data-related questions, rather than assessment, regulatory or strategic 
issues, and the answer provided does not engage the responsibility of the agency. 

I.2.1.1- Feedback to the assessor: AFSSA prerogatives 

As discussed in Section I.1, the French food safety system organizes an institutional 
separation between assessment and management (while leaving the evaluation step in 
apparent limbo). At the same time, as AFSSA points out [AFS2003], the intention behind the 
1998 Public Health Code was to ensure “continuity in the food safety chain of responsibility”. 
The choice was made to impart a consultative role to AFSSA with the following missions that 
go beyond assessment:  

a. provide an opinion on regulatory measures;  
b. formulate recommendations, including health policy recommendations; 
c. propose control measures; 
d. provide an opinion on plans or systems of surveillance and control 
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(priorities, methods and effective independence);  
e. receive information generated by these controls. 

However, all these powers mandated to AFSSA are not recognized, called upon or 
facilitated by tutelage administrations which may perceive them to be an intrusion upon their 
own domain of competence, i.e., risk management.  

AFSSA's 2002/2003 Annual Report viewed that consultation of the Agency had been 
systematic on regulations and isolated policy decisions (a), but irregular in regard to point (d). 
Similarly, feedback to the Agency (e), and its involvement in the recording of incidents, had 
been below the level provided for by law.  

The 2002/2003 Annual Report of the Agency stresses that AFSSA "has not yet been 
enabled to exercise the full range of its powers". The Agency reported that partner institutions 
had not delivered required feedback on how specific measures affected food safety 
performance. Without this feedback, AFSSA argued, the Agency could not validate and 
adjust its risk assessments. The report implied that such information has been withheld in the 
express purpose of hindering AFSSA from assessing the effectiveness of the policy measures, 
in order to limit its ability to make policy recommendations.  

Interviews conducted in the risk management administrations and with observers 
found a slightly different representation. Obstacles to data transfer are seen primarily in terms 
of human and financial resources; the same obstacles pose problems within control structures 
themselves. Even within the DGAL itself a problem-free data circuit has not been organized; 
a single person was tasked to develop a data base for the huge volume of control results and 
was not replaced when on sick leave. Regional (departmental) control data are not yet 
integrated to allow an overall view or specific comparisons, checks on sampling bias, etc. An 
effort is underway in the DG for Food to develop the needed software. To transfer data among 
administrations, a coding frame should be developed (not least because on a conceptual level 
the data available to field inspectors are not necessarily of a type useful to assessors), and 
significant effort would be needed to enter the data into the frame.  

While recognizing that it is difficult to organize the transfer of local data to the 
Agency and that its internal organization may be inadequate to process such data, AFSSA in 
its Annual Report argues that good iterative risk assessment itself relies upon knowledge of 
which risk management measures have been applied and the level of effective compliance—
and that rarely do reliable indicators appear to be available [AFS2003]. 

The Parliamentary Office for Technology Assessment in their 5-year examination of 
the health security system found that AFSSA’s policy review prerogative in fact resulted in a 
disproportionate volume of referrals. The recommendation was made to diminish this 
proportion [OPE2005b]. Indeed, policy developed by the tutelage ministries is submitted to 
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the Agency by referral, and according to interviews AFSSA checks that the specific terms of 
relevant opinions or EC directives have been correctly transposed. 

 Managers commented that they find it conceptually “odd” that the risk assessor 
should have the power to review managers’ policy. An AFSSA interviewee replied that in fact 
there is no overstepping into the management domain: “We don’t judge the measures taken, 
we just examine what they are based on, which elements of the relevant opinion have been 
taken up and whether that is appropriate”. 

I.2.2 External communication: information, dialogue, participation 

French food safety actors have various means of communication with stakeholders and 
the public at large. Overall, outward-bound information is more prevalent than two-way 
communication. 

The Public Health Code creating AFSSA and InVS obliges them to publish an annual 
report and make it available to all comers (on Internet and by provision of print copies upon 
request). In the same manner, as of 2 December 2002 all French ministries must publish a 
similar report in the goal of fostering transparency and readability of public action; the annual 
report of the three ministries involved in food safety thus are accessible.  

Moreover, the food safety actors disseminate the results of their assessment, expertise 
or control activities on a regular basis. Examples include: 

• AFSSA publishes all its opinions and scientific reports or expert statements, placing 
opinions on Internet as soon as they have been handed to those at the source of the 
referral; 

• DGAL publishes the results of controls as they become available; 
• DDASS reports on the quality of drinking water distributed in the previous year with 

the annual bill to subscribers. 

AFSSA also holds press conferences at the time of publishing certain opinions. 
Interviewees note that a good number of food safety stories appear after such conferences. 
(Some also lament the alarmist headlines that often accompany such stories, even in the 
quality newspapers.) 

AFSSA’s website was launched in October 2000; the average number of daily hits in 
2002 was 1,130 and has grown steadily. The stability and high level of visits are thought to 
reflect use of the site by professionals. The most requested report in 2002/2003 dealt with 
food allergies (86231 requests); there is a sharp drop in requests then to 17773 for the Listeria 
Opinion; 15825 for the Salt Report; 13523 for the GMO Opinion of January 2002. The 
following record holders vary from 13000 to 7400 requests and appear to be of greatest 
interest to professionals (including the Call for Candidates requested 10612 times) 
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[AFS2003]. 

In May 2005 AFSSA published a “Notebook” intended to be the first in a series 
targeting the general public. Written by AFSSA staff including the former head of risk 
assessment, it addresses functional foods in particular. “What is an Omega-3? Is it really 
‘good for the heart’? And soy? Does it have, as has been claimed, beneficial effects on 
health? How to choose [bottled] water? How far along are we with prions? Which foods are 
allergenic and how to avoid them?  Should our diet be enriched with iodine? Are there good 
and bad sugars (carbohydrates)? Afssa Notebook n° 1 attempts to give simple answers to 
these questions and a few others. Thoughtful answers, validated by scientists, sticking close to 
the latest research. Read it before believing all the ‘health promises’ by new products, before 
subscribing to all the food fears” [ANC2005]. 

Preventive risk communication campaigns are launched on a regular basis by the 
ministries. In 2002 the Agriculture Ministry published a nutritional guide called “Health 
comes with the eating” (La santé vient en mangeant). 220 000 copies were sold at newsstands 
or distributed free by Social Security administrations, health insurance organizations and 
various regional or departmental administrative bodies or social affairs organisms. The 
Directorate General for Health (DGS) in cooperation with the French National Institute for 
Health Education and Prevention (INPES), regularly carries out information and prevention 
campaigns on major public health topics (nutrition, alcohol, tobacco, AIDS, hepatitis, and 
sexually transmitted diseases). 

Public information also relies on journalists. The DGS maintains regular contact with 
the media and organizes press conferences (18 conferences were organized in 2002 each 
attracting 30 to 80 journalists representing generalist and specialized media). All the food 
safety actors provide online press kits and dossiers which are directly available in this way to 
the public.  

In the case of health emergency or alert, the Ministers themselves are responsible for 
crisis communication. Their staff prepares and disseminates necessary information through 
communiqués to the media.  

The Managing Director of AFSSA has pointed out at Senate hearings that the media 
and scientific experts work on different time scales, and experts often cannot provide founded 
results or opinions in the time frame that journalists (or other public actors) would impose 
upon them [SEN2000]. (His book recounts, for instance, how the time left to his youthful 
Agency to develop an opinion on the 1999 Coca Cola “poisoning” event grew shorter at every 
turn: a Minister who granted him several days to bring together and work with a panel then 
immediately announced to journalists that the experts’ conclusion would be published that 
very afternoon [HIR2002]). Despite the Managing Director’s observation that his Agency’s 
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budget is allocated mainly to scientific items, rather than to the “development of the public 
relations department” [SEN2000], it would be incorrect to state that AFSSA is poor in public 
documents or initiatives which appear to promote transparency or foster reflection on its role. 
Examples include the publication of studies commissioned to evaluate the Agency’s 
institutional performance [BES2004c]24 and its image in the public eye [AFS2001].  

AFSSA has invited stakeholder input to working group deliberations through Internet 
(see e.g., the case study on pesticide residues, Section IV.1.3). 

There are few examples of involving the public in food safety deliberation. A 
consensus conference was held in 1998 on the use of genetically modified plants but its 
negative conclusions were not taken up by the public authorities25. A National Assembly 
committee investigating transparency and safety in the food chain [ASS2000] proudly 
proclaimed that it was the first committee to open itself to input from the general public via 
Internet, but the results of this consultation appear not to have been reported26.    

Still, such parliamentary reviews often include hearings in which major civil society 
representatives may express themselves. The consumers’ union UFC - Que Choisir outlined 
these food safety demands in [ASS2000]: Reduce pesticide use; eliminate antibiotics use, 
fraudulent use of hormones, and integration of slaughterhouse sewage treatment products into 
feed; control for respect of the refrigeration chain and expiration dates. The Feminine Civic 
and Social Union (UFCS) requested study and action to prevent uptake of heavy metals. 

In response to [CNA2002] (see Section I.1.2.2-), AFSSA is developing a hazard and 
risk inventory “in order to furnish information to food chain actors for an enlightened debate” 
[AFS2004b]. It appears that the debate referred to is the ongoing discussion among major 
stakeholders. Societal risk perception is said to form one criterion for selecting risk 
assessment priorities [AFS2004b]; see footnote 22. 

The CNA published an opinion in June 2001 on “public participation and debate in 
food policy; issues and methodological aspects” (n° 29). We have not consulted this directly 
but a reference to this opinion in [CNA2005] appears to indicate that it focuses on the 

                                                 
 
24Note however that AFSSA’s audit carried out on demand by a sociologist has been criticized by other 
institutional actors as self-congratulatory and lacking distance. See note 33. 
25Use in France of large-scale or intensive public debate and deliberation instruments has often been criticized as 
forming an alibi for true citizen input. The public authorities do not properly clarify the merely consultative 
character of such debate, and in some cases blithely exclude the possibility of reaching unanticipated conclusions 
(e.g., Buclet, N. et al. (2003), in K. Andersson (ed) VALDOR: Values in Decisions on Risks, Proceedings of the 
Third Conference, June 2003. Taby, Sweden: Karinta Konsult). 
26 The section of this report concerning citizen-consumers is limited to portraying them as “captives” of the food 
distribution industry and questioning whether they are sufficiently well educated to protect themselves from food 
risks. 
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participation of organized and recognized stakeholders (professionals, unions and consumer 
protection associations). 

In our interviews we heard the usual pertinent questions asked about involving civil 
society and the general public. A CNA member based in the DG for Food (Agriculture 
Ministry) essentially asked: “What role should be given to public consultation? What 
importance (i.e., what impact on decision making)? How to evaluate representativeness? 
What if, despite expressions ‘against’, I go ahead and authorize something?”. 

I.2.3 Principles of good governance, transparency, and accountability 

I.2.3.1- Transparency  

AFSSA recognizes its duties in regard to information and transparency. Each of its 
scientific opinions is rendered public, including the minority opinion by dissenting expert 
panel members. The panels themselves are run in a manner intended to promote transparency: 
also made public are recruitment procedures, panel composition and individual declarations of 
interest in which all direct and indirect interests that may influence their independence must 
be mentioned.  

The management structure of the Agency and procedures are set by law. They are 
described in the Annual Report [AFS2003; AFS2004]: 

• AFSSA’s Managing Director is named by the President of the Republic for a 
period of 3 years; he is accountable for Agency management, activities, 
orientations and organization27. The 2002 modification to the Public Health Code 
grants him a “personal remit” or “mandate in regard to veterinary medicinal 
products and the Agency’s opinions and recommendations”28.  

• The Administrative Board deliberates on the pluriannual work program and 
priorities, the Annual Report, the investment plan, budget and accounts, allocation 
of public funding, and acceptance or rejection of donations and bequests; these 
deliberations are rendered public. The Board is composed of 25 members, 
including a President named by the President of the Republic. The members 
include qualified individuals, representatives of consumer and industrial 
organizations and overseeing ministries, and staff union representatives. 

                                                 
 
27After two successive mandates, Martin Hirsch, the first Managing Director of AFSSA, declined to be 
considered for a third mandate. He agreed to act as interim director until a new MD could be found. He remained 
at this post until July 2005 when Dr. Pascale Briand, a biochemist and genetics researcher, was named. 
28 This “personal remit” in regard to opinions issued by AFSSA is much cited by actors who question AFSSA’s 
effective transparency. They concede that the Managing Director is within his role confines in issuing opinions 
in which the expert panel opinion has been modified by AFSSA. See Sections I.1.1.2-and II.2.1.1-). 
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• The Scientific Board oversees the coherence of the Agency’s scientific policy. It is 
composed of 15 members, including 10 scientific “personalities” not employed by 
the Agency, statutory representatives of other expert organizations, and elected 
representatives of Agency scientific and technical staff. 

 These Boards are renewed on a staggered basis with member mandates of 3 years; 
their composition is rendered public. 

I.2.3.2- Independence  

The 2002 additions to the 1998 Public Health Code include precise instructions on 
assuring the economic neutrality of AFSSA personnel and experts. Those on permanent 
contract come under general civil service rules. Occasional collaborators and experts provide 
a declaration of their direct or indirect links with enterprises or consultancies in the relevant 
domain. The declaration is published and must be updated by the person in case of change.  

As mentioned above (I.1.1 Risk assessment) the Agency Managing Director 
[HIR2001] expressed 6 precepts through which AFSSA’s independence as a risk assessment 
expert organization is sought. We note in particular that the first precept, “remit”, refers to the 
target imparted by the health security system (protection of health). However, it is used by the 
Director as an opportunity also to affirm the separation between assessment and evaluation. 
“Financing” recognizes the weight of economic interests and the time-tested value of being a 
(moral) person of independent means. The third precept, “risk assessment”, in this connection 
concerns the organization of the assessment activity rather than its scientific foundations. 
“Transparency” is defined as the avoidance of conflicts of interest, and, the avoidance of 
mixing roles or functions that the institution seeks to separate. “Openness” is seen as a sort of 
trial by fire in which stakeholders and peers can evaluate the independence of the stance 
expressed in an opinion. The final precept of “self-referral” indicates that the Agency has the 
capacity to be its own master, investigating questions that appear to scientific staff to be 
essential to reinforcing food safety, whether or not other actors have identified these or 
prioritized them. 

• Remit: exclusively centered on health. The Agency need not then arbitrate among 
potentially contradictory objectives in the sanitary, economic, political or 
diplomatic realms; 

• Financing: almost entirely by public funds. The Agency does not depend on grants 
from business or industrial organizations or other organisms whose interests may 
be at stake (note however the complaint in the 2002 Annual Report that while the 
Agriculture Ministry pays for 6M euros of referral work above and beyond the 
38M annual allocation, specific funded agreements to support ongoing service 
particularly to the Health Ministry are insufficient); 
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• Risk assessment: strict adherence to a set of principles, i.e., reliance on collegial 
expertise that is guided by its own procedures (and not by the political or media 
agenda), and calling in a balanced manner on both external expert committees and 
on internal expertise (scientists under contract within the Agency);  

• Transparency: achieved by requiring experts to make a declaration of interest and 
by excluding from panels any members of industry organizations or central 
administration (risk managers). (“Interest” is interpreted in a broad sense: for 
instance, in 2002 an expert committee was asked to re-examine an opinion 
comparing two TSE tests because the original panel included scientists who had 
participated in the development of one test, although they received no 
remuneration from its sale); 

• Openness: systematic publication of opinions upon their release. If Agency 
opinions were not the product of an independent procedure, “everyone would 
know”, for their complete text is placed in open access, at the very time that they 
are pertinent; 

• Self-referral: the capacity to self-task. In this way the Agency does not respond 
only to “leading” questions that may be “too clever by half”, making more room 
for truly independent assessments; as well, the Agency can examine important 
sanitary issues even if they are considered too “sensitive”  on a political or 
economic level. [HIR2001] 

I.2.3.3- Excellence 

AFSSA and its associated laboratories strive for scientific excellence through training 
activities, quality assurance, research activities, and human resource management. 
Administrative excellence is also a focus. 

 Training needs are seen to be on the rise, given the constant change in scientific 
knowledge, the growing complexity of activities, personnel mobility and increase in staff. A 
strong 2002-2005 training program was agreed by general management and the unions (5.3% 
of the wage budget in 2002 were devoted to training against the 3.8% requirement on public 
bodies; this expenditure was up 26.7% from 2001 and addressed adaptations to changes in 
technology, the regulatory environment and quality assurance processes) [AFS2003].  

AFSSA’s quality assurance program targets the delivery of relevant and reliable 
research work, results, information and services to public decision makers. All areas of 
scientific and technical work (including referrals) are subject to quality assurance provisions. 
These are overseen by scientific and administrative managers and implemented by quality 
officers working under a quality manager. AFSSA gives support in quality assurance set-up to 
EC accession countries and candidates and developing nations. Errors judged significant and 
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corrective measures are mentioned in the Annual Report [AFS2003]. 

AFSSA participates actively in work by AFNOR (Association Française pour la 
Normalisation, French Association for Standardization) on the standardization of research 
quality to guarantee traceability and reliability. A pilot quality management system for 
original research was tested in the “Microbial toxins” unit of the Research Laboratory for 
Food Quality and Agro-Alimentary Procedures [AFS2004c].  

AFSSA in 1999 instigated the development by AFNOR of the standard: “General 
competency requirements for an expert opinion”, approved in May 2003. Prior to this there 
was no standard listing the requirements in this domain, although a number of reviews had 
been conducted on the subject. The new standard “was intended to identify the critical points 
to be mastered to ensure the pertinence and reliability of expert opinions, their conception, 
implementation and results” [AFS2004, p. 17]. The organization of expert opinions at AFSSA 
and their management and quality assurance procedures were set up in accordance with the 
principles expressed in this standard. The first wave of internal audits in 2002 indicated that 
most provisions were complied with although some progress was still to be made. A formal 
system for assessment and recognition of conformity to the standard was under development, 
to allow opinions to be labeled as compliant. New AFNOR projects led by AFSSA relate to 
the development of international standardization and certification in this domain.  

The following areas of expertise are accredited at AFSSA: Physico-chemical research, 
and milk quality testing; apicultural quality testing; food microbiology; quality control of 
veterinary medicines; disinfectant testing; animal immunoserology, bacteriology and 
virology; toxicology and pharmacokinetics.  

For the latter two domains, Good Laboratory Practice (GLP) accreditation has been 
obtained. As of 2002, ten labs comprising 24 units were declared in conformity with GLP, 
and most accredited units were also recognized in conformity with the international standard 
for trials and testing. To comply with the approval requirements for national reference 
laboratories, certain units sought to extend their accreditation to sampling and design and 
validation of test methods [AFS2003].  

Reinforced quality processes are in place for laboratory work on Foot and Mouth 
disease, spongiform encephalopathies, rabies, goat disease and trichinellosis. 

Research quality is promoted through the AFNOR document “Recommendations for 
the organization and completion of research activity in project mode, and specifically within a 
network framework” (Nov. 2003). AFSSA again was a major participant in this development. 

In regard to human resource management, a competitive scientific and technical 
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recruitment program co-exists with an active internal promotion scheme29. Most of the 
scientific and technical personnel at AFSSA (almost 680 persons in 2002) combine applied 
research and decision support activities. The two types of activity are seen to be mutually 
beneficial. The shared focus is called innovative; it results in a lower rate of scientific 
publication than might be expected (178 articles in international journals in 2002—
comparable, still, to the rate of publication by other European agencies). Furthermore, the 
fifty scientists employed in the Directorate for Nutrition and Health Risks Assessment 
(DERNS), involved both in management of expert panels and in research, are considered to 
represent a particularly large population compared to analogous European units.  

AFSSA puts a strong accent on developing and maintaining scientific capacity: in 
2002, 19 candidates carried out their doctoral research in AFSSA laboratories (the ratio of 
students to scientific staff was better than 1 to 10 and was rising). These young researchers 
are generally assured of recruitment [AFS2003]. By 2004 the number of doctoral theses 
supported over its 5 years by the Agency totaled 166, and in all 278 trainees had been hosted 
by AFSSA laboratories [AFS2004c]. 

Note that administrative excellence is targeted through four objectives agreed in 2002 
after external administrative audits:  

• removing unnecessary deadlines;  
• improving transparency of procedures and identification of interlocutors; 
• balancing design and planning, management and control;  
• strengthening legal security.  

An action plan comprises 159 concrete measures deemed essential. Furthermore, a 
reform of administrative procedures was started in 2002 coupled with the introduction or 
projected replacement of information technology for internal administrative, management and 
financial control, as well as for human resource management. 

I.2.4 Handling of complexity, uncertainty and ambiguity 

A working group was convened in 2001 by the CNSS (the structure created in 1998 to 
coordinate the health, product and safety agencies in the domains of policy and of crisis 
response). This group, including food safety experts, was devoted to harmonizing “risk 
assessment methods under uncertainty” and studied model use in the case of “non observable 
risks” (those for which no epidemiological or use data are available). However, the group 
never completed its work. This has been attributed to general dysfunction in the CNSS (which 
                                                 
 
29 As years go by this active promotion system, we speculate,  may come into conflict with the traditional system 
guaranteed to French civil servants of automatic career advancement with seniority based on number of years 
worked. 
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indeed was dismantled after the catastrophic death toll taken in France by the 2003 heat wave; 
see Section I.2.1).  

The precautionary principle in the domain of food safety was formalized in the 
Community rule 178/2002. The role of scientific assessment in this context is described as 
situating risk within the three dimensions of  

• plausibility (of risk), 

• observability (of harm), and  

• reducibility (of uncertainty) (B. Chevassus-au-Louis, undated, quoted in 
[MAR2005]). 

A detailed analysis of precautionary science and risk governance experimentation in 
France is provided by [MAR2004] using the case of GMOs. The separation of assessment and 
management after 1996 provided greater surface and visibility to the processes of counter 
argument and confrontation of evidence (“conflicting expertise”). According to the authors 
this led not to the broadening of precautionary expertise, but rather to government actions to 
hide and discontinue such debate. The distinction between assessment and evaluation seen in 
proposals for a “second circle” of expertise (see Section II.1.4) is interpreted by the authors as 
a manner of excluding non-scientists from challenging the framings of case-by-case risk 
assessments. In contrast, they find that the frame of risk research has broadened considerably. 
The precautionary principle has been given different meanings in the GMO debate; the 
authors analyze it as a point of articulation for societal discussions on risk governance and, 
more generally, alternative food and agricultural systems [MAR2004]. 

SAFE FOODS interviewees’ thoughts on the meaning and use of the precautionary 
principle are described in Section III.2. Examples of handling complex, uncertain and/or 
ambiguous risk are provided in the case studies (Section IV). 

I.3 Interaction between national, European and international regulation 

The tutelage ministries address referrals to AFSSA for opinion on draft rules 
transposing Community directives; these generally result in short opinions (as short as one-
half page) of a formalist nature, recognizing Community dispositions, acknowledging the 
conformity between the directive and the draft rule, and/or highlighting items that, it is 
suggested, should be carefully examined or taken into account. Such items are then listed in 
annex. 

The DGCCRF (DG for Consumer Affairs) negotiates with the European Commission 
for the transposition of directives into national legislation and controls their application. The 
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DGCCRF appears particularly attentive to the communication of the (European) regulatory 
context framing its control activities. For example, a “panorama of (legal) texts” in 2003 
appears on its website30 containing links to no fewer than 16 EC texts or directives (against 45 
French texts) related to food safety or consumer affairs in the food domain. Relatively 
detailed but still easily accessible information is given in a web-based 2001 Activity Report31 
concerning 8 domains of which 6 are food-safety related. The document notes that “more and 
more, specific rules find their origin in the transposition of Community directives”. Discussed 
are directives or texts regarding traceability, labeling, general product safety and functional 
foods. Account is given of controls carried out under these schemes. 

The actors involved in the French food safety system maintain tight relations with 
their European and international counterparts. In what follows we focus on international 
relations among food safety actors rather than procedures of transposing extra national 
regulation into national law. 

The Managing Director of AFSSA is the French representative to the European Food 
Safety Authority (EFSA) Advisory Forum. At present, according to the AFSSA Annual 
Report [AFS2004c], the Advisory Forum principally serves to allow information to be 
exchanged by the national agencies while awaiting effective risk assessment work to 
commence in cooperation with EFSA. AFSSA has drawn the Forum’s attention to several 
subjects including: 

• Methodology for analysis of chemical contaminants for farmed salmon;  

• AFSSA’s opinion on TSEs in ovines;  

• Assessment of risks linked to trans fatty acids in food [AFS2004c]. 

AFSSA takes part in two working groups: communications and information 
technologies. Some AFSSA experts are also members of EFSA scientific panels. The 
scientific committee on animal health and animal welfare is presided by an AFSSA director in 
the same area. 

Three AFSSA labs are European Community reference laboratories (regarding milk 
and dairy product analyses; residues of certain veterinary medical products; serological tests 
for rabies).  

AFSSA participates in numerous international working parties and cooperative 
ventures, as well as international exchanges of research results. The Agency is a partner in 
several European projects on diagnostic and detection methods. AFSSA launched a network 
                                                 
 
30 http://www.finances.gouv.fr/DGCCRF/03_publications/bid/10_03.htm  
31 http://www.finances.gouv.fr/DGCCRF/01_presentation/activites/2001/qualsecu.htm  
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among five European central veterinary institutes for “Prevention and Control of Zoonoses 
Including Food borne Diseases”. As mentioned above, the Agency coordinates “MED-VET-
NET”, grouping 16 veterinary or public health institutes from 10 countries. 

AFSSA coordinates a Codex Alimentarius committee working group on veterinary 
medicinal product residues in foodstuffs, which is responsible for drafting a document on risk 
management (sic)32 methodologies [AFS2004c]. 

The Directive 98/8 CE (Biocide Products) was transposed into French law in 2004 
(Decree n° 2004-187 of 26 February 2004 and associated texts). The competent authority is 
the Ecology Ministry supported by the environmental health agency AFSSE. Food safety 
agency AFSSA inputs the assessment of food borne risks to humans [IGA2004].  

Regarding risk management, DGAL has a seat on the Standing Committee on the 
Food Chain and Animal Health (SCFCAH) and participates in coordinating Community 
regulation of animal health and food safety. The DGAL promotes the French system of 
veterinary and public health, negotiates sanitary standards for the import and export of 
animals and animal products, and coordinates sanitary certification policy in that regard. The 
Directorate general of food is also active in negotiations between the European Commission 
and third party countries in public health and phytosanitary realms. 

The identification of threats and alerts cannot be bounded by national borders. The 
National Institute for Public Health Surveillance (InVS) participates in the development of 
European surveillance systems and international efforts to harmonize monitoring practices. In 
order to build a basis for comparing the health of European populations, InVS participates in 
collecting human consumption data, etc.   

The DGCCRF participates in Community and international meetings whose goal is to 
work out food safety regulations regarding e.g., nutritional or medicinal claims including 
“functional food”. On a global level, the Directorate is involved in Codex Alimentarius 
working parties on e.g., quality standards for product categories.  

I.4 Confidence and trust in regulatory institutions? 

A self-audit commissioned in 2003 [BES2004c] suggests that AFSSA enjoys a 
credible reputation among its partners in central administrations, industry and trade, consumer 
organizations, journalism, etc. (on the basis of interviews with certain of these actors; see 

                                                 
 
32 This apparent voluntary incursion into the management domain is explained by the fact that within risk 
assessor AFSSA subsists the historical veterinary medicines agency retaining police powers. 
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Section II.4)33. According to this document, the Agency has built legitimacy in the course of 
its mission to rationalize food safety expertise and in particular, through its transparent and 
open information policy. 

“The Agency, I think, has played a big role in the lowered perception of risk, a 
reduction in public fear in regard to food. The middlemen, too, have a feeling of confidence: 
AFSSA is something they can depend on” (AFSSA staff quoted in [BES2004b]). 

A public image survey conducted for AFSSA in 2001 [AFS2001] showed that the 
Agency, after just 2 years of existence, was already familiar to 22% of those questioned and 
that 20% had heard of it. Although they could not state whether the Agency was a public 
entity or a consumer organization, the majority of those surveyed felt the Agency was useful, 
and gave high marks in particular to the fact that it has its own laboratories and that its profile 
is one of scientific expertise (note that these features were presented to respondents by the 
survey questionnaire). The findings of this survey, known to AFSSA staff, are probably one 
basis for staff judgment reported in [BES2004c] that the Agency enjoys public credibility and 
confidence.  

A reliable general profile of public confidence in food safety actors may be obtained 
from the IRSN Barometer of Perception of Risks and Safety, a semi-quantitative survey 
performed periodically with a representative national sample of French residents. In 1999 
food risk questions were added to the Barometer [CHA1999]. Respondents could indicate two 
food safety informants in whom they feel most confident. One’s own medical doctor (as 
typically for any risk) was designated by 46%, with consumer organizations in second place 
(38%). The least trusted informant was the Ministry of Agriculture34 with only 3% of “votes” 
(figures rounded to closest integer by us). 

Barometer results in 2002, when the new food safety organization had been in place 
for 3 1/2 years, showed a positive evolution in public confidence. A complete turnaround was 
                                                 
 
33 The status of this evaluative study emerges as somewhat problematic. The interview study was conducted at 
the request of AFSSA by a sociologist presenting the usual academic guarantees of neutrality. However, we 
learned in the course of our own interviews that the document is perceived and criticized by some ministry actors 
as lacking neutrality. Their judgement is that the audit is self-congratulatory. It was annexed to the AFSSA 
Annual Report [AFS2004b]. Our peer opinion of this document is that it does respect the canons of academic 
research: a good range of actors was accessed and the author’s analysis is informed by both the interviews 
conducted and an extensive knowledge of the literature gathered in the course of doctoral research. Note too that 
while laudatory opinions are cited, criticisms of AFSSA are cited as well. We have chosen to refer to the 
document in our report as a “self-audit”: to distinguish it from other evaluations or audits conducted by external 
actors in a similar time frame; to reflect the fact that it was commissioned by AFSSA, the subject of the 
evaluation; and to acknowledge the perceived problematic character lent by this latter fact.  
34 At the time of the survey in October 1999, just 6 months after the start-up of AFSSA, the Ministry of 
Agriculture may likely have been identified by French residents as the major public authority in the food safety 
domain. 
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seen in responses to the question “Do you trust the French authorities for their public 
protection activities in regard to food products?”: 37% said “yes” (against 29% in 1999) while 
27% said “no” (against 35% in 1999). The population who trust the authorities “more or less” 
remained stable (about 35%). In a comparable manner, 28% felt that the public is “told the 
truth” about food dangers for the population (against 21% in 1999); those who felt the truth is 
not told dropped to 37% from 45% [CHA2003] (figures rounded by us).  

The most recent edition of the Barometer conducted in October 2004 [ELJ2005] 
shows that food risks are ranked at the bottom of a list of “current problems” (unemployment 
is ranked first). Just 2% of those surveyed ranked it first or second as “most worrisome to 
me”.  Contrast with the result obtained in 2000 (9%, above “nuclear risks”). “Confidence in 
the authorities for their protective actions” with regard to food products now is flattened, that 
is, responses are evenly distributed among the “yes; more or less; no” options (about 33% in 
each case; rounded by us). The number of persons thinking that “the truth is not told” climbs 
again slightly to 42%, against 23% who feel “the truth is told” (a reduction of 7 points from 
the previous edition). 
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II. Kinetics and Dynamics of Institutional Structures and 
Procedures 

The French food safety system was greatly modified by the Public Health Code of 
1 July 1998 reinforcing public health monitoring and sanitary control of products destined for 
human consumption, which created AFSSA and InVS. In particular, the Code sets up an 
institutional separation between the assessment and management of food risk.  

II.1 Change in structure of governance 

II.1.1 Background to the need for change in France 

The concept of the public health protection agency as a distinct institutional entity, 
considered to originate in the United States, appears in France with the Law of 4 January 
1993 creating the French Blood Transfusion Agency and the Medicines Agency. This concept 
and its implementation emerged as a response to the blood- and hormone-related scandals of 
the late 1980s and early 1990s. 

Indeed, the HiV-contaminated blood scandal was the source of a serious loss of 
confidence in public authorities by the general public. The contamination of blood supplies 
resulted in the HiV infection between 1982 and 1985 of 6000-8000 transfusion patients. At 
least an estimated 400-500 persons died of AIDS as a result. This situation was the outcome 
of a lack of traceability combined with a risk evaluation model ranking the risk of insufficient 
transfusion supplies above the risk of damage to a small proportion of users. Although this 
model had functioned for years, it was judged highly inappropriate when revealed by the 
tragic events. Other interests, of national scientific prestige and associated economic strength, 
also came into play.  

Another watershed aspect of this scandal was the emergence of penal risk for political 
decision makers (creation in 1993 of the Justice Court of the Republic before which 
governmental officials could be tried). In all, this period has been characterized as a step-
change on legal, societal and conceptual dimensions [DAB2000].  

Three faults were cited before the court: delay in providing HiV test kits, delay in 
requiring all donors to be tested for seropositivity, delay in eliminating National Health 
reimbursement of unheated blood products (which would have had the effect of diminishing 
greatly their use). For the first fault, economic reasons appeared to predominate: American 
test kits were held back to give the French test kit still under development a chance on the 
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market.  The contaminated blood scandal clearly demonstrated the dangers of failing to 
distinguish risk assessment and benefit/risk evaluation. This was understood as a failure to 
separate assessors and decision-makers. 

Another traumatic event setting the scene in France concerned the use of contaminated 
growth hormone. Between 1983 and 1988, more than 90 youthful patients contracted 
Creutzfeldt-Jakob disease due to the use of hormone extracted from corpses (57,000 
hypophyses were collected in French hospital morgues and 56,070 imported “cheap” from 
Bulgaria). Although synthetic hormones became available, the state-owned Paris Central 
Hospitals Pharmacy continued to distribute its suspect stocks for economic reasons. Thirteen 
years after the fact, victims’ families at last gained the opportunity to go to court (trial 
expected in 2005). All in all, 900 patients were exposed and all those who contracted the 
disease died. Television documentaries on the last days of some of those youth deeply 
affected many viewers. 

In 1996, the “mad cow” crisis revealed the need to reinforce food safety in France: at 
the time a large set of administrative actors were involved but were not coordinated; it was 
difficult for observers to capture the sum of their actions, and moreover there was no clearly 
identified entity to whom questions could be addressed nor from whom expert opinion or 
references and guidance could be obtained.  

Two other affairs also contributed in France to the consciousness that food safety 
should be organized. Those were the successful boycott of hormone-fed veal called by a 
consumer protection organization in 1980, and, the opaque handling of listeriosis epidemics in 
1992-93. 

Following on the heels of the French contaminated blood or hormone crises, and the 
1992-93 listeriosis epidemics, the mad cow disease events revealed a need to address in the 
food safety area the same issues as had been resolved by the creation of the 1993 medical 
agencies. Outstanding among those issues were the overly loose organization of expertise, and 
the overly technical character of crisis management [GIM2002]. The organization set up by 
the Law of 1 July 1998 does not constitute a revolution but rather the accomplishment of a 
long transformation whose beginnings can be seen in the various health security crises of the 
preceding decades [GIM2002]. 

II.1.2 “Rationalizing” health security through the use of Agencies 

Three years after their creation, the success of the concept and excellent performance 
of the Transfusion and Medicines Agencies were recognized by political decision makers of 
both the legislative minority and majority. The Medicines Agency was particularly well 
regarded for the quality of its expertise, its independence, and its rigor in control and 
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assessment. Legislators, informed by the Parliamentary Office for Technology Assessment 
who consulted a range of French or international risk reports and experts, decided to create 
similar instruments to address other public health and health security issues.  

A set of principles structuring the health security system architecture and drawn from 
analysis of the contaminated blood scandal was advanced by a Senate commission in 
preparing the Public Health Code that would be voted on 1 July 1998 [HUR1997]. 
Insufficiency of human and financial resources in the Health Ministry was seen as an obvious 
cause. Alongside rectifying that, the new system was to respect the principles of: 

• Autonomy and responsibility clearly localizing the decision responsibility that 
formerly was diluted among a multiplicity of actors35; 

• Specialization in health security to the exclusion of economic considerations.  

The Agriculture Ministry’s Directorate General for Food (DGAL) consulted experts in 
order to contribute to the design of the new food safety agency. 

In 1996-97 when the food part of the law was being discussed, the DG for Food asked 
me and a colleague to make proposals. Our proposal was to create an agency tasked 
exclusively with evaluation (without laboratories). This agency would have all the human and 
financial resources to set up evaluation, the expert panels would have all the needed 
resources and support, and at the same time (…) the agency would have the budget to order 
research from competent laboratories rather than doing research in-house. Everything was 
based on the European model apart from the integration of veterinary laboratories, which is 
a result of the vet lobby’s power and their representation in the Senate. –Expert (SAFE 
FOODS interview)  

The decree of application of the Public Health Code of 1998 came after a further 
period of elaboration of the concept. AFSSA saw the light on April 1, 1999. 

The former two-headed system including the Agriculture Ministry’s Directorate 
General for Food (DGAL) and the Finance Ministry’s Directorate General for Consumer 
Affairs (DGCCRF), had been revealed as highly segmented, vertical in communication, and 
loosely coordinated along the differing axes of public health and economic concerns. The new 
food safety system was more complex and centered around AFSSA, with the three ministries 
in active satellite positions, and focusing almost exclusively on safety arguments [GIM2002]. 

The Community obligation dating from 1993 for food professionals to perform risk 

                                                 
 
35 This principle as described by [HUR1997] pertains more to the Medecines Agency which has both assessment 
and police powers, than to the final form given to the Food Safety Agency. 
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analysis, preferably utilizing the HACCP method, must also be recognized as a profound 
catalyst to change in the food safety system. Evolutions in food safety regulation up until the 
1998 reform are recalled in Annex 3 (Response to the SAFE FOODS WP5 Call for Tender). 

II.1.3 Surveillance 

The creation of the National Institute for Public Health Surveillance (InVS) is 
considered a particularly significant change in the French public health protection and health 
security landscape. Although not always directly linked to food safety, one activity beyond all 
those discussed above should be noted: since 1998 InVS has developed or consolidated 
national networks in cancer registration and monitoring, workplace risk, infectious disease, 
etc. 

II.1.4 Proposals for distinguishing the evaluation function 

The notion of a “societal commission” or “second circle” of expertise, competent to 
deliver a socio-economic evaluation, has been circulating since at least 1998. It was 
recommended at that date by both the consensus conference organized in France on GMOs 
and by a report of the Parliamentary Office for Technology Assessment (cf. [MAR2004, p. 
51]). A report to the Prime Minister on the application of the precautionary principle 
[KOU2000] addresses the theme of evaluation by proposing to organize expertise in two 
circles, the first being composed exclusively of scientific experts, the second including some 
first-circle experts, economists, civil society actors and representatives of the public. Their 
role would be to perform an economic and societal analysis of the advice provided by the first 
circle and to engage debate among the various actors of civil society [BES2004b]. The 
suggestion has been repeated in other contexts36, notably in regard to the evaluation of GMO 
benefits and risks [BAB2002]; the “second circle” is there proposed specifically to replace or 
complement the disputed CGB, a risk assessment committee of hybrid composition (life 
scientists and representatives from socioeconomic spheres). Variations on the same theme are 
heard in 2005: see the discussion of [OPE2005a] in the case study on GM food (Section 
IV.2).  

The National Council for Food (CNA) recently issued an opinion with proposals for 
the organization of socio-economic expertise [CNA2005]. The Council repeatedly has called 
for instruments to identify and weigh the social, economic, and/or legal implications of 
Agency recommendations. Cost/efficacy measures are particularly wanted. Such instruments 
clearly would be useful in the health security system but also, in regard to sustainable 

                                                 
 
36 Note still that J. Y. Le Déaut, M.P., is associated with each report quoted in this paragraph in which a socio-
economic evaluative body is suggested to deal with GMO. See note 58. 
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development. Benefit/risk analysis is seen to be appropriate and could be conducted by 
experts in economy, sociology and law, while the disciplines of history, philosophy, ecology, 
religion and ethics also could be explored.  

I find the proposal really interesting; submitting our reports to another view, another 
perspective is always enriching. (…) We have the reflex of associating professionals in our 
working groups, but we think less spontaneously of (social science disciplines). –AFSSA 
(SAFE FOODS interview) 

The CNA requests in particular that socio-economic expertise present the same 
guarantees of quality as are available now for scientific expertise (with reference to the 
French quality standard NF X 50-110). It should be organized according to the principles of 
collegiality, independence (financial independence in particular), transparency, quality and 
responsiveness. Two hypotheses are considered: an institutional separation of the two types of 
expertise (with arrangements for mutual consultation), or, giving the assessment and 
evaluation duties to the same organization, integrating socio-economic expertise in the first 
step of risk analysis37.  

In other official documents and in our interviews, the desirable locus of the “second 
circle” appears not yet to be settled by consensus. The idea of conducting socio-economic 
analysis is welcomed but it does not yet mean the same thing to all people. 

The CNA seems to me to be a very good place to have second-order debates. But I 
would never trust public health decision makers who based themselves on [socio-economic 
evaluations] coming from the CNA, not because the members are no good but because the 
CNA is an organ of lobby representation. It’s meant for that, that role is needed, but it’s not 
for evaluating risk. – DG for Health (SAFE FOODS interview) 

*** 

On the one side there will be life sciences and on the other, social sciences. That 
agrees well with the latest work of AFSSA’s Administrative Board on the harmonization of 
assessment methodologies and the role of social sciences. Our conclusion is that they 
shouldn’t be mixed together (in the same assessment group). - Expert (SAFE FOODS 
interview) 

The CNA suggests that the socio-economic expertise should have access to public 

                                                 
 
37 Note that this second concept differs from the traditional notion situating evaluation in the management 
sphere, after scientific assessment and before management decision; it is in harmony with the SAFE FOODS 
WP6 reflection on a new risk analysis model. 
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consultation to assess the acceptability and feasibility of given solutions. Such consultation 
would gather information but would not determine decisions, and this should be clearly 
defined and announced to potential participants. 

Two types of decision are seen to require socio-economic expertise: those of broad 
ranging character likely to have impact across different sectors or subject to controversy; 
those regarding cases of scientific uncertainty. 

Concrete proposals are given for the organization of this expertise, and it is 
recommended to undertake its legislation at the next reform of the Public Health Code 
(thereby anticipating that the 5-year administrative and parliamentary audits of the health 
security system indeed will lead to reform). Meanwhile it is suggested that a temporary 
structure in the form of a Public Interest Group (GIP) be constituted with the ability to accept 
both public and private funding transparently. 

The CNA says that it should not host this second circle. But (no other structure) is very 
eager to take on a new mission because in general the needed means don’t come with it. –
Expert (SAFE FOODS interview) 

II.1.5 A referential to appraise the governance features of the new health 
security agencies and institutes 

An attempt has been made to develop a referential for a comparative appraisal of 
governance by the various agencies or institutes by risk sector [HUB2005]. Three governance 
domains might be appraised: 

• The objectives assigned to risk management (zero risk, acceptable risk, etc.); 
• The functions assured by a risk handling system (prevention, inspection, 

assessment…); 
• The distribution of these functions across actors and the links (information, 

transparency, hierarchy) established among these actors. 

As a first test of the referential, only the final aspect of governance was retained for 
analysis. Three classes of actors are posited: authority, expertise, and operations. In the area 
of food safety, the functions seen to be distributed over each class are:  

• Authority (Ministries of Agriculture, Health and Finance): Interdictions, rules, 
authorizations, control and inspections; 

• Expertise (AFSSA, CES or expert panels): Risk assessment, research, control 
appraisal; 

• Operations (industries): Production, commercialization, process evaluations and 
studies, auto-control. 
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Comparing this schematic representation with that developed for three other health 
security agencies or institutes, the author notes that the local component of authority is 
particularly present (in the form of field inspectors). Again in a comparative perspective, 
AFSSA presents two unusual characteristics regarding the separation between assessment and 
management:  

• AFSSA is tasked with appraising the quality of control actions carried out by the 
State; 

• Consumer protection associations have the formal right to make referrals. 

Also of note is AFSSA’s combination of research and expertise functions: this means 
that expertise is founded upon a significant research activity, and risk assessment can be 
performed internally. This function is related to the fact that the choice was made to give a 
large “surface” to AFSSA by incorporating the historic CNEVA (Veterinary Research Center) 
and its laboratories (see a critique in Section III.1.2). The result is a very large population of 
researchers and a high degree of material research capacity. (This may be contrasted in 
particular with the solution retained in 2001 for the creation of the Environment Agency, 
functioning with fewer than 50 persons and reliant upon external expertise.) Comparing with 
the IRSN (Institute for Radiation Protection and Nuclear Safety), also possessing large 
research resources, most of AFSSA’s expertise however is not conducted internally: response 
to many referral questions is obtained by calling upon expert panels drawn from a variety of 
setting who then outnumber AFSSA staff. A final contrast is seen here in the fact that AFSSA 
publishes its opinions, whereas IRSN hands them up to the supervising Authority only. 

Regarding operations, a similarity with the nuclear safety sector is seen in that the 
industrial operators practice a very high level of auto-control, and possess the capability to 
produce predictive risk assessments and safety process evaluations. In contrast with the 
nuclear sector, however, the food domain is characterized by a great heterogeneity of 
industrial actors. Large multinationals with strong capabilities coexist with very small 
enterprises. These latter, we learned in interviews,  rely on pooling of resources in the form of 
ready-made auto-control protocols developed jointly by chambers of industry or other 
professional syndicates, and with the help of the relevant ministries 

The InVS or National Institute for Public Health Surveillance is also represented in the 
author’s scheme, located between Authorities and Expertise, with the comment that 
relationships are being built particularly in the case of collective food borne intoxication, and 
regarding the surveillance of health effects that could arise from food safety dysfunction.  

The author draws a number of lessons from the comparative analysis of four safety 
agencies: 
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• Assessment organs in France’s health security system are designed around types of 
activity and modes of production or use of products. They are well-adapted to the 
analysis of risks linked to behavior and practices, and to assuring prevention and 
monitoring. They are therefore not centered on the study of inherent dangers, as 
for example substance toxicity. In such a domain, collaboration among institutions 
becomes necessary. Numerous bilateral cooperative ventures have been set up and 
the notion of developing an overall coordination (organic or functional) has been 
floated. 

• In most risk sectors greater distance has been achieved between operator and 
assessor. In cases when too great a distance would result in inefficiency, 
transparency is used as a fix (declaration of interest, publicity of data and 
opinions).  

• The line of separation between assessor and decision maker has not been drawn in 
the same place for each sector (organic or functional separation are each seen).  

• Greater (although still modest) transparency and stakeholder involvement are seen 
throughout, but taking different forms: while consumer associations can refer to 
AFSSA, in the domain of risky installations the solution retained may be a local 
citizens’ commission. 

A great diversity is seen in structure of governance. Agreement on principles of 
governance as seen in the debates preparing the 1998 reform (e.g., separation of roles—
operator/assessor, assessor/manager—, transparency, and stakeholder involvement), therefore, 
does not guarantee similarity of solutions. 

Finally, “traditional” research centers—like INRA, the National Agricultural Research 
Institute—appear to have been left on the wayside during the reformulation of the health 
security system [HUB2005]. 

II.2 Change in cross-cutting elements 

II.2.1 Change in communication, internal and external 

II.2.1.1- Referral process 

AFSSA has very recently introduced a quality assurance procedure for expertise to 
frame the handling of referrals (see Section I.2.3.3-). 

The general procedure observed in referrals is this: The question is developed by the 
interested ministry and formally, must be co-signed by the three tutelage ministries. 
According to interviews there is not always an effective joint referral development process 
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among the ministries, and the triple signature is obtained in a routine manner38. Often the 
referring ministry will specify the deadline by which an opinion is desired, without 
necessarily specifying why. 

Guidelines for formulating the dossier are provided by AFSSA. Upon reception at 
AFSSA the appropriate unit within DERNS (Directorate for Nutrition and Health Risks 
Assessment) pre-analyzes the dossier and fills out an information sheet showing the principal 
questions posed, which panels are likely to be mobilized, who could act as rapporteur, 
expected time delay, etc. A version of this sheet is sent to the ministry to acknowledge 
reception or request complementary information when the guidelines have not been followed.  

AFSSA staff recently have worked with ministry personnel to teach them how to 
formulate referrals in such a manner that the question is appropriately narrow (to be workable 
in a reasonable period) and targeted (restricted to a scientific risk assessment question rather 
than begging management conclusions). This work is not systematic but is appreciated by the 
interviewees who mentioned it. 

Ministry interviewees believe that AFSSA intends to extend the quality process to 
providing a second sheet. This will indicate the scientific questions that will be posed to the 
expert panel(s) and that will structure the opinion. This second feedback will allow ministries 
to react and reorient the assessment if necessary. 

When a question is very broad, or when AFSSA self-refers a broad question, the 
choice may be made to constitute a working group. Unlike a panel, this is an ad hoc group 
whose membership can embrace “reserve list” experts, some administrators and even 
stakeholder representatives (alternatively, stakeholders may be heard by the working group). 
The working group issues a report rather than an opinion. 

In the case of traditional referrals to panels, after the dossier is seen to be complete, 
one, two or three rapporteurs are contacted. These are panel members able to perform a first 
expertise and who will present their report to the full panel at a regular plenary meeting. At 
that time the experts debate and discuss the dossier and decide whether the existing report is 
sufficient or whether further expertise should be engaged.  

The panel generally has a number of subjects to discuss at each meeting (taking place 

                                                 
 
38 Sometimes referrals are made without obtaining the three signatures. This is more or less well accepted among 
tutelage partners, in recognition that approving routine regulatory referrals may be an unnecessary administrative 
overload. In such cases the AFSSA opinion may constitute the first news that a referral has been made.  
Sometimes an urgent proposed referral arrives from a tutelage ministry with a cover letter essentially begging 
partners to sign fast and pass it on. Refusal to sign has resulted in arbitration by the Prime Minister’s cabinet…. 
There have been cases in which co-development in hindsight would have been desirable, to better formulate the 
assessment question. Such collaboration typically might add two months to the referral process. 
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up to once a month). In the past, members of the administration could attend meetings and the 
exchange of information was often considered productive. However, as the administration 
gradually came to be present at practically every meeting, in 2003 the Managing Director 
decided this was a breach of the separation between assessment and management and ruled 
their exclusion (Section III.3.4). Some panel presidents have formally protested, considering 
the knowledge provided by managers on e.g. practices to be essential, and they continue to 
open their meetings. The general pattern today, though, is to group dossiers for which 
administrative consultation is needed at the beginning of the panel’s afternoon session. That 
way, managers can be summoned with good hope of joining the meeting at the announced 
time without waiting through confidential discussion for the panel door to open.  

The data on which the expertise is based are heterogeneous. Many referrals involve 
regulated authorization requests, in which the petitioner provides the data. AFSSA panel 
members have debated over whether they are held to verify these data sets. They have 
considered how to diminish the likelihood of error at their level. AFSSA does not have the 
resources to fully document and verify the dossiers (although some documentary preparation 
is done before delivery to the expert rapporteur). In practice the rapporteur carries out what 
documentation is done, meaning that his or her home institution provides the resources for 
this step (note that panel members are not paid, meaning that indeed their home institution in 
effect supports their panel work). The data provided by the petitioner are not public; the 
experts sign an engagement of confidentiality. 

In the case of self-referrals the scientific secretariat assembles the basic 
documentation. Often reviews already exist in the literature. Panels or their members 
sometimes provide monographs.  

An interviewee suggests that in future EFSA could assign staff to assembling 
documentation in this way. 

When the panel considers the expertise complete the DERNS staff writes up the 
opinion on the basis of the expert report(s). The opinion is then reviewed by Directors (and 
sometimes, if very seldom, reworked; see e.g., Section I.1.1.2-). The panels see the final 
opinion but because the law provides that it is the Managing Director who is personally 
responsible for emitting Agency opinions, he has the last word; they go out over his signature 
and under his authority39.  

We’d like to arrive at documents that can be used afterwards by the manager. (…) Not 

                                                 
 
39 The Q Fever case discussed in Section I.1.1.2-, in which DERNS directors altered substantially the valence of 
the opinion by adding a firm recommendation not concluded to by the panels, caused serious disgruntlement. 
The panels wrote a formal letter of protest to the Managing Director on this subject. 
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an overly academic document with lots and lots of information, but one that will allow the 
Ministry, if ever they find themselves in (a given) contamination situation, to apply (…) 
measures, withdraw products (…) on the basis of given information. We’d like to have a solid 
scientific document and something useable. It’s great to have lots of state of the art 
information (…) but it’s too bad if afterwards it’s of no use (…) in daily practice (…) to those 
who have to take management decisions. –AFSSA (SAFE FOODS interview) 

The average time needed to treat a referral is five months [AFS2004c], but within this 
average are likely to be found great variations. The aflatoxins case study furnishes an example 
of an urgent referral processed in mere days; exceedingly broad questions posed by consumer 
protection associations took over a year to be treated [AFS2003]. Interviewees note that 
certain expert panels typically take longer than others to render their opinion; an explanation 
offered is that given panels are overloaded with referrals and should be “doubled in size”.  

The Agency publishes the final opinion on its website concurrently with sending it to 
the tutelage ministries. In some cases a press conference is held as well. While data at the base 
of the opinion are not published, the full opinion is posted, and the minutes of expert panel 
meetings are “communicable”. These minutes are not published as a matter of course, because 
they must be rendered anonymous before release in order to protect the liberty of expert 
debate. This editing work is performed only upon request for the document. In this manner 
minority view and disagreement can be traced if so wished. One expert interviewee explained 
that the published opinion generally is consensual, because the objective of assessment is to 
come, in the time necessary, to a shared scientific understanding of data and a shared view of 
their implications. Cases in which it is impossible to reach such unity are called extremely 
rare40. 

The immediate web publication and press announcement are viewed as honoring the 
obligation for transparency41. However, in practice it sometimes means that ministerial staff 
has not been able to read the opinion and reflect on its management implications before being 
contacted by journalists. In one case an interviewee learned about an AFSSA working group 
conclusion in a satirical weekly paper, leaked there before it had reached his desk. Even 
outside such extreme occurrences, interviewees in the ministries say they would prefer a 
buffer period during which they could read and consider the opinion, and even come back to 
AFSSA to discuss any particularly important management issues—before finding themselves 

                                                 
 
40 In one European case recounted by this interviewee, rather than publish a minority/majority opinion the expert 
committee in question informed the Commission (source of the referral) that they were obliged to end their 
assessment. 
41 Still, an expert interviewee judged that in the absence of systematic and immediate publication of debate 
minutes, France should not be taken as a “model for transparency”. 
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placed before the fait accompli. This is especially desired in the case of opinions whose strong 
recommendations appear to force the hand of decision makers. 

The Public Health Code of 1998 does not grant a right of referral to industry and trade 
actors, but these stakeholders have requested that AFSSA examine the feasibility of such a 
power. In July 2002 the Administrative Board in response proposed that they first submit a 
list of the questions of interest, while awaiting official decisions on the right to referral 
[AFS2003]. The Parliamentary Office for Technology Assessment in their five-year review 
suggested that it would be appropriate to allow industry to present referrals but in highly 
codified circumstances only [OPE2005b]. 

Since the promulgation of a decree dated 13 December 2000, consumer organizations 
can refer to AFSSA. However, such referrals have not been numerous (4 in 2002; 2 in 2003). 
The associations informed the Agency that they found the referral procedure difficult to grasp 
and AFSSA noted that resources should be provided to facilitate referrals. For instance, 
training in formulating referral questions was envisioned. The Agency also recognized that 
among the first few consumer referrals, several had received no response fully one year after 
their presentation (e.g., broad questions dealing with subjects that currently are being 
examined by European experts) [AFS2003]. 

II.3 Change in interaction between national, European and international 
regulation 

In the future, the scientific coordination offered by the European Food Safety 
Authority (EFSA) will have impacts on the assessment activities carried out by the Member 
State agencies. While awaiting the new mode of operation, AFSSA notes that collaborations 
up to this date (for example, the aspartame opinion rendered in 2002) illustrate the potential of 
a new Europe-wide cooperative assessment capability [AFS2003]. 

Commissioner and White Paper author David Byrne gave the following message to the 
French Senate [SEN2000]: “The daily operation of this authority will place the accent on 
cooperation and networking with the national agencies and European and international centers 
of excellence in food safety. EFSA will not duplicate the work of national authorities, but 
rather will benefit from these precious resources while adding a European and overarching 
point of view”. 

The appraisal by French actors of EFSA’s action to date is addressed in Section III.5. 

The Maastricht treaty placed the European Union in a central position for transnational 
health surveillance. The European Center for Disease Prevention and Control, opened in 
September 2004 in Stockholm, will impact the activities of InVS by coordinating surveillance 
capabilities, and by prioritizing public health risks. 
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II.4 New confidence and trust in regulatory institutions? 

The various public health crises of the 1980s and 1990s—not to mention the famous 
1986 declaration that the Chernobyl cloud “stopped at the French border”—resulted in a loss 
of confidence by the French public in their public authorities. Food scandals in the 1990s had 
the same result in the case of food producers.  The 1998 creation of AFSSA and InVS, as well 
as that of EFSA in 2002, consciously addressed in part the need to restore public confidence 
in food supply, scientific knowledge, legislation, and control. 

Public confidence, as measured by representative national opinion polls, indeed has 
been noticeably improved during the lifetime of the new health security system. See the 
survey results reported in Section I.4 above. 

In 2003 (concurrently with an administrative five-year anniversary audit), AFSSA 
launched an internal and external performance evaluation through a qualitative study by 
academic sociologists (we have referred to this study as a “self-audit”; see our footnote 33). 
The Center for Sociology of Organizations interviewed 56 persons: members of the Agency, 
expert panel members, and representatives of the tutelage ministries, of industry and trade 
organizations, of consumer organizations, the media, and political decision makers 
[BES2004c].  

“Most of the actors met say they are satisfied with their relations with the Agency and 
recognize its qualities. For each, the Agency represents progress in regard to the former 
situation. The expert assessment function has increased in quality, independence and 
transparency. Thanks to very good communication, the Agency has gained the respect of the 
different stakeholders, by the media and by its working partners. (…) In sum, the partners 
recognize the scientific character of opinions rendered by an expert process independent of 
political and socio-economic interests. This is also the reason for which these opinions 
inspire the confidence of partners and the public.” [BES2004c] (our translation) 

“The partners’ confidence in this principle [of independence] up to now has never 
been failed. (…) It’s General Management’s responsibility to keep this confidence, but it’s 
also the Administrative Board’s — therefore, our own responsibility as well—to guard 
against any risk of collusion. But I trust the quality of the persons involved. I don’t call into 
question AFSSA’s intentions.” (Consumer representative cited in [BES2004c])(our 
translation) 

 In particular, the authors report that credibility results from the fact that most of the 
Agency’s opinions have been followed by decision makers or accepted by industry, thereby 
improving food safety. They interpret that this credibility (itself reported by the Agency on its 
website) in turn has produced confidence. 
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See Section I.4 for discussion of representative national opinion data collected with a 
standard questionnaire (IRSN Barometer) over the period from 1999-2004. Clear 
improvement in public confidence in the food safety system in the period 1999-2002 may be 
inferred. Results obtained by the same Barometer in 2004 suggest a slight flattening of 
confidence, with respondents equally distributed in their opinion (“yes; more or less; no”). 
Perceptions that “the truth is told” about food risks rose markedly in the first period, but 
dropped off again somewhat in the subsequent two years. 
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III.  Agency and Stakeholder Perspectives of Institutional 
Arrangements and Dynamics 

III.1 Overall assessment of the regulatory process and the institutional 
arrangements 

III.1.1 Assessments of the reformed system by parliament, agency and 
administrations 

The creation in 1998 of new food safety system with AFSSA at its center replaced a 
system scattered among committees with differing modes of function. Within two years, a 
parliamentary commission saw the following positive features to have been gained:  

• Coherence, in that food risk assessment is assured by a single independent entity with 
significant resources and as well the capacity to federate existing institutions which 
formerly had not been coordinated; 

• Flexibility, in that food and health products are handled by two different agencies, 
appropriate to the specific product profiles and control methods they imply;  

• Clarity, in that it institutionalizes the separation, now universally recognized and 
desired, between scientific risk assessment and risk management or the confrontation 
of assessments and interests in order to make essentially political choices [ASS2000].  

According to the 2003 self-audit of AFSSA [BES2004c] (see our footnote 33) the 
Agency has fulfilled the mission imparted by the Public Health Code of 1998 to “rationalize” 
(reduce fragmentation of) the food risk assessment system. At the center of food safety, it has 
become the reference entity for all actors (administrations, industry and trade, media, 
consumer representatives and the public).  Particularly positive, in the view of those 
interviewed, were the following achievements by AFSSA: 

• Improved scientific quality of food risk assessment (excellence of internal 
competence and external expertise);  

• Crisis management, tested and matured by the Coca-Cola “poisoning” event in 
1999 and new Listeria epidemics in early 2000; 

• Investment in on-going research on fundamental issues (risk assessment of 
microorganisms used in the agro-food sector, pediatric nutritional claims, etc.), 
thanks notably to self-referral.  

In the first semester of 2005 a number of extremely significant audit documents have 
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been released42. These are: 

• The 5-year administrative inspection of the health security system as required by the 
1998 Public Health Code; dated May 2004 but approved and released only in late 
March 2005; this also includes (Tome II) a theoretical reflection by five experts43 
accompanied by nine case studies; 273 pages [IGA2004] ; 

• An examination of the application of the 1998 law by the Parliamentary technology 
assessment office, 280 pages [OPE2005b]; 

• A report on stakes involved in field trials and use of GMO by a National Assembly 
commission, 1148 pages [ASS2005] (we consider this report only in the context of the 
GMO case study). 

Note that the first two reports appraise the entire sanitary system created by the Public 
Health Code (L.1323-1 of 1 July 1998) including not only the food safety agency AFSSA, but 
also the InVS (National Institute for Public Health Surveillance) and AFSSAPS (French 
Health Products Safety Agency). For the most part these studies rely on extensive hearings 
with system actors and stakeholders. Our reading shows that very similar analyses and 
orientations are drawn. Below and in the next sub-section we summarize the major remarks 
and recommendations, using the 5-year inspection as a starting point. 

The General Inspection [IGA2004] saluted the national effort to clarify the roles of 
assessor/manager, and to transfer the assessment task outside administrations to expert 
agencies, along with the significant reinforcement of human and financial resources in the 
health security area. This effort had “not been in vain”. Although instruments and objective 
criteria for performance evaluation are lacking, gains are felt in the areas of: 

• Reinforcement of expert capacity and scientific independence; 

• Transparency in assessment; 

• Credibility across the health security system. 

The administrative inspectors, however, also identified a number of weaknesses, some 
of which are seen to be structural, others being attributed to the immaturity and rapid growth 
of the system.  

• Over complexity. Despite the avowed 1993 and 1998 objective of 
“rationalization”, the institutional landscape remains highly complex in a 

                                                 
 
42 Given the huge volume of pages and the rapid-fire, late public release of these fundamental documents, we 
have not been able to make a detailed analysis of their content. Our report contains what we have been able to 
draw from a “diagonal” reading. 
43 A. Flahault, P. Hubert, R. Salmi, M. Setbon, P.-L. Toutain. 
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manner “difficult to master”.  

o Incoherency, confusion and dispersion are seen to stem from the 
coexistence of a great number of heterogeneous actors, the residual 
ambiguity in certain mandates, overlapping and uncertainty as to the 
distribution of responsibilities. This last point is seen to characterize the 
relationship between AFSSA and the DGAL (DG for Food, Agriculture 
Ministry) particularly in regard to risk assessment of pesticides. 

o The situation is likely to last in that no real coordination body is in 
place, and public authorities tend to appeal to a given sector or 
institution  to concoct blow-by-blow solutions for emergent events. 

• Incomplete coverage of needs. Workplace risks are insufficiently monitored 
and addressed; chemical risk assessment is lagging behind the capacity that 
will be needed to respond to obligations under REACH (EU regulatory 
framework for chemicals); interdisciplinary surveillance and vigilance are 
fragile and ill-adapted to emergencies (as demonstrated by the failure to sound 
the alert during the 2003 heat wave). 

• Heterogeneity of concepts and operations. Beyond the diversity appropriate for 
dealing with different areas of health security, the institutions show “wavering” 
doctrines regarding the role of internal or external expertise, assuring 
transparency and scientific independence, referral rights, independence from 
economic interests, the role of internal research, or of Scientific Boards. 

• Inadequate strategic oversight. The central administrations have lost their 
traditional role in surveillance and assessment, but remain politically 
responsible for management outcomes. They may be “tempted” by 
contradictory strategies: reject responsibility onto the agencies, attempt to 
tighten control over them, or, develop a competing internal expertise capacity.  
Multiplied by the co-supervisory role of ministries with divergent missions, 
there are continuing signs of fragmentation and competition that do a 
disservice to the trans sector and multi factorial character of health security.  

o Traditional bureaucratic command-and-control culture persists and is 
seen in the financial arrangements binding the agencies to their tutelage 
ministries (see Section III.1.3). 

III.1.2 Recommendations for a new institutional reorganization 

An expert interviewee reflected on the hybrid origins of the food safety agency and 
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suggested that the veterinary components might in future be transferred to the National 
Institute for Agronomic Research (INRA).  

Within AFSSA, there’s a risk assessment section with 100 persons, and a part 
inherited from the CNEVA. Those were laboratories that did applied research, providing 
scientific and technical support to the DGAL. They were integrated into AFSSA but in my 
opinion there was no coherence or justification for this. Except this: if you go back in history, 
the veterinary lobby said “we’re going to control the future agency”. (This lobby is strong in 
France, and veterinarians are well represented in the Senate.) The CNEVA director at the 
time thought he would become the director, but at the last minute the Minister of Health 
placed his cabinet director at the head of the agency. (…) It used to be an animal health 
research organ and now the intention of the Managing Director clearly is to do public health 
research. Some of the researchers are ill at ease; there is a lack of coherence. 

One may ask whether it’s judicious to have these labs inside AFSSA. There are 600 
people, the laboratories are spread across the territory, they have buildings, and material… 
they eat up most of the budget and the job slots. Currently it’s being thought about. These 
labs could be taken out of AFSSA to be attached to INRA, for instance. - Expert (SAFE 
FOODS interview) 

According to this interviewee, while some AFSSA research laboratories perform to a 
high standard the majority did not receive positive marks in a recent evaluation. 

AFSSA’s complaint that control data are not fed back to the Agency (see Section 
I.2.1.1-) opens reflection on the emplacement of control laboratories. 

It might be more logical for the control laboratories to be directly attached to AFSSA. 
There are several options: firstly, no laboratories within AFSSA, like EFSA. Secondly, no 
change (research laboratories but no control laboratories). Thirdly, the veterinarian 
laboratories are taken out of AFSSA and the (now ministerial) control laboratories come in. 
That would mean we have an evaluation and control agency but not a research organism. 
This will be a subject of discussion on the parliamentary level. -Expert (SAFE FOODS 
interview) 

The administrative inspectors [IA2004] give recommendations for an overall 
reorganization of the health security system guided by three precepts:  

• upstream, clarify goals, methods and practices;  

• reinforce and “rationalize” surveillance;  

• continue to adjust the architecture of sanitary surveillance and safety.  
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They suggest enlarging system boundaries from “products destined for human 
consumption” to health risks “in the life and workplace settings” (thereby integrating 
environmental and occupational health and safety). Two scenarios are thought pertinent, each 
having its drawbacks.  

One alternative would consist of placing the surveillance of occupational risks within 
the InVS (National Institute for Public Health Surveillance). 

A second, strongly argued alternative would be to create a single agency dealing with 
“health security of life settings and food products”, reflecting the tight link between 
environmental and food issues. (Three other agencies would deal with human health products, 
with radiation protection and nuclear safety, and “life settings and other substances and 
products”). 

• This would simplify the landscape particularly if the assessment of 
phytosanitary products came into AFSSA’s realm (as is currently called for). 

• Drawbacks include the heterogeneity of dossiers (BSE and EMF, for example) 
and the failure of this option to offer solutions regarding some existing 
overlaps between the InVS and Environment Agency [IGA2004].  

This “super agency” is described in very similar and laudatory terms by the 
parliamentary technology assessment office [OPE2005b] in their report that will form the 
basis of legislative debate. Each report points to the strong experience built up by AFSSA’s 
DERNS (Directorate for Nutrition and Health Risks Assessment) in quality assurance of the 
referral process. According to the parliamentary office, that experience would allow the 
obstacle of heterogeneity to be surmounted. In order to reinforce and integrate all the 
necessary expertise, without burdening the new agency, it is suggested that a Public Interest 
Grouping (GIP) should be formed embracing the relevant research institutes and university 
laboratories in an ad hoc structure. 

Interviews identified yet another alternative: either create a super agency for 
assessment while separating the control function, or, give control powers to assessment 
agencies that would remain strongly identified with their original theme (food, 
environment…). The second model is that currently used for the health products agency. 
However, the first model is that which appears to be most strongly considered in the new 
audit reports. 

We thus observe that thinking is very far advanced in many quarters as to the desirable 
next wave of reforms. Perhaps because the same persons are auditioned, the ideas emerging in 
the different audits are convergent. Only a few nuances are introduced by different reporters. 
To the extent that similar discourse is becoming dominant across the French scene, we may 
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assume that an upcoming law will target the new, integrative focus on assessment of sanitary 
risks “in life and workplace settings”. 

III.1.3 Financing reforms 

Interviewees mentioned a particular problem in financing the food safety Agency. In 
the past, multi-year contracts between tutelage ministries and AFSSA, setting its budget and 
working program (including foreseeable volumes of referrals) were difficult to honor in that 
the ministries’ own budget was subject to yearly modification by Parliament. As pointed out 
in AFSSA’s most recent Annual Report [AFS2004c], this situation has resulted in transfers of 
Agency capital into the operating budget and authorized deficits. Such problems should be 
resolved by the new organic law relative to finance legislation (LOLF, n° 2001-692 of 1 
August 2001) that will come into full operation in 2006. The LOLF will underwrite a 
significant change in operations and outlook: where ministries had a set budget and an 
obligation of conformity, they will now have the liberty associated with fungible credits, 
counterbalanced by greater accountability and performance obligations. 

III.1.4 Separation between assessment and management 

The expert report associated with the General Inspection report [IGA2004] describes 
three generic role configurations for experts, assessment agencies and managers (politico-
administrative decision-makers). The first configuration is called “most respectful” of the 
idealized separation between assessment and management. Experts and managers have their 
distinct roles and their intercourse is organized by the agency. The agency translates the given 
problem into a scientific question, formats the expert opinion and leaves management 
questions open. The second configuration sees the agency organizing not only external 
assessment but also external evaluation of risk management options.  

The third configuration is the “least respectful” of the separation of powers. AFSSA is 
assigned by the reporters to this configuration. Here the agency is foreman of the entire 
process extending from referral to opinion—opinion which in some cases becomes “synonym 
of decision” when recommendations are strongly stated. A lack of transparency is seen in this 
configuration, linked first to the formulation of the referral question. The referral may contain 
a management question, and the agency instead of refining the question transmits it in whole 
or part to expert committees which then in fact work on a management problem.  

To illustrate this configuration, the examples are cited of referrals regarding the 
proposed lifting of beef embargos in 2000 and 2002, where AFSSA has commonly been 
criticized as overstepping the assessment function by rendering opinions so definite in their 
evaluative implications that decision makers would be perceived as rejecting their scientific 
support actors should they take a different decision.  

Mays, Jahnich & Poumadère (2005)  73 



Safe Foods WP5 French Institutional Review v.3 August 2005 

However, SAFE FOODS interviewees highlighted the quality assurance process 
recently initiated by AFSSA. Certain referrals have been refused or have received short 
opinions pointing out that the question as posed cannot reasonably be answered by assessors. 

Among the SAFE FOODS interviewees various judgments were found concerning the 
effective separation of food safety assessment and management. For instance, within the 
DGAL a desk-level interviewee found that AFSSA performs well, providing insight on the 
presence of risk and only very rarely venturing into management recommendations. In 
contrast, a management-level interviewee highlighted the few but significant instances in 
which AFSSA has overstepped. 

AFSSA working groups also may overstep into strong recommendations. These 
temporary groups are constituted around “hot topics” by the directors of AFSSA and include a 
diverse population of scientific experts, managers and occasionally stakeholders. 

Recently an ad hoc group on glucides published a report that got violent reactions 
from the food industry and a few scientists. (…) The scientific basis is not questionable but the 
recommendations go far beyond what scientific assessment or collective expertise can 
provide. –Expert (SAFE FOODS interview) 

III.1.5 The control function 

AFSSA's assessment activity is hampered by the difficulty in obtaining field data from 
inspection, control and surveillance. These data are needed in order to provide foundation for 
risk assessments, to validate or adjust them.  

At present the control functions are fragmented among the risk management actors 
(ministries) and performed by decentralized services. Four DG have food control functions: 
Food, Consumer Affairs, Health, and Customs for extra-European import products. The 
distribution of responsibilities is very complex, due to the persistence of historical structures. 
For instance, the DG for Food controls animal products, and plant products “on the farm” 
before processing, while the DG for Consumer Affairs is in charge of controls for processed 
plant products, those approaching the “fork”. (The DGAL, said an interviewee, “cannot check 
canned green peas unless there is bacon in the can”.) 

Different philosophies, too, preside over the control schemes according to the profile 
of the inspection corps. Agriculture Ministry veterinary inspectors are “closer” to producers, 
and focus on prevention through improving practices. They prefer to avoid the long-lasting 
handicaps to production that could come about if sanctions were picked up by the media. For 
these reasons they seldom exercise their new police power. Consumer Affairs inspectors (who 
intervene downstream in marketed products) are more likely to exercise repressive measures. 
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Some interviewees (closer to AFSSA) suggest that field data are withheld from the 
agency in a turf battle. The impression gained when speaking to managers however, is that the 
most outstanding problem is one of financial and human resources. There are just too many 
data and too few people to enter them into a coding frame (and who would design the 
frame?). Managing all these data once they arrived at AFSSA too would represent a resource 
drain. 

For this reason, and others of different nature, it has been suggested that the control 
functions could be integrated directly into AFSSA (see Section III.1.2).  

In a related manner, there are suggestions that control schemes should be standardized 
or coordinated across the French territory. This could result in more rational data collection 
and management and better uptake of the field data in future assessment. Today controls are 
handled by decentralized actors, and their local knowledge enters into planning and sampling.  

III.1.6 Serving the local level? 

One expert interviewee raised the question of how effectively the national food safety 
system serves the local or regional decision maker. In particular, the Prefect (as decentralized 
representative of administrative authority) and township Mayors have responsibilities in 
health security and crisis management under the Public Health Code.  

If you look at the parliamentary debate on the 1998 law I’d be surprised if you found 
anything on how AFSSA will support the Prefect. (…) The local level is (where you find) 
crisis, problem management, and control. –Expert (SAFE FOODS interview) 

This concern was echoed in hearings before a parliamentary commission on food 
safety and transparency. A Prefect stated that he was faced locally with “scattered” 
administrations dealing with food safety (on the level of public health, maritime affairs, 
import/export, and three types of controls including hygiene and classified industrial sites). “I 
know well that the culture of the different services is different, that there are three major 
areas: consumer affairs, agriculture, and health. These three ministries should cooperate 
more than they do. We could even evolve (…) toward a structural grouping. I dream of a 
Departmental Directorate of Food Safety” [ASS2002, p.94]. This “dream” of an integrated 
administration organized on the same scale as that covered by the Prefect’s authority was far 
from Governmental vision, noted the parliamentary reporter. 

III.2 Assessment and evaluation of regulatory policies and concepts 

In this section we focus on our interviewees’ understanding of the Precautionary 
Principle (PP) to examine how France’s risk assessment policy is perceived and implemented. 
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The observations here suggest that RA policy is not sufficiently developed or explicit to 
induce a common understanding among all actors. 

The PP has been the object of great attention in France as in other countries, and it is 
noteworthy that President Jacques Chirac personally wished to see it enshrined in the 
Environment Charter promulgated on 1 March 2005. Although this Charter does not concern 
food safety or health security in particular, we quote it as a typical example of the official 
understanding of the principle: 

"Art. 5. – When the realization of harm, although uncertain in the [present] state of 
scientific knowledge, could affect the environment in a grave and irreversible manner, the 
public authorities by application of the precautionary principle and in their [respective] 
domains of attribution [= competence], see to the implementation of procedures of risk 
assessment and to the adoption of provisional and proportionate measures in order to ward 
off the realization of the harm." (Charte de l'Environnement de 2004, promulgué le 1 mars 
2005.) 

Note the strict association of the proportionality principle with that of precaution; this 
was equally the case in France's important Loi Barnier of 1995: 

“The absence of certainty, taking into account the scientific and technical knowledge 
of the moment, must not delay the adoption of effective and proportionate measures aiming to 
prevent a risk of grave and irreversible harm to the environment at an economically 
acceptable cost” (Law n°101-95 of 2 February 1995). 

III.2.1 Assessors' view on the PP and reactions by managers 

The point of view presented by assessors in AFSSA is that the PP is a default option, 
available when risk assessment data are unavailable or insufficient for forming advice or 
taking decisions. On that basis, the risk assessor’s goal is very precisely to avoid a position in 
which all that can be done is to apply the PP. “The PP should apply indeed when one is in 
scientific uncertainty, and that’s just what we work for at AFSSA, to reduce to the minimum 
level the scientific uncertainty related to health security.” 

An example was cited by AFSSA of “PP application” concerning Soudan 4, a red dye 
added to hot pepper powder. It is worth going into this case briefly, for in fact it forms another 
example of an AFSSA opinion perceived to place too strong a constraint on the risk 
manager—while AFSSA considered that normal precaution guided its recommendation. 
Moreover, in our judgment, the Soudan incident does not illustrate a case of scientific 
uncertainty and precautionary science, so much as it does a display of conservative prudence 
by the assessor, and resulting difficulty for the manager to assume the decision-making role. 
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Carcinogenic and possibly genotoxic, the colorant Soudan 4 is an additive illegal in 
Europe. However it showed up in spice imported from India. Some two years ago it was 
detected in Germany and a European alert launched. Upon investigation the DG for Consumer 
Affairs found Soudan in France in many common processed foods, e.g., chorizo, guacamole, 
spice packets sold with Buitoni pizzas, mini-doses for use in coloring and flavoring rice, etc.  

The DG for Consumer Affairs referred a question to AFSSA. According to the 
DGCCRF interviewee, the controller had to act fast, and needed a quick turnaround. “‘Tell 
me as fast as possible what could be the risks of exposing the consumer to Soudan?’. There 
the opinion by AFSSA was not fantastic. Everyone thinks of his own comfort… [What we 
wanted to know was] ‘Is there a dose above which action must be taken?’ AFSSA responded, 
‘Consumer exposure to the additive must be avoided’. What does that mean? It means that it 
has to be withdrawn from all products. Obviously it makes our life complicated, because we 
have to go find it in all the foodstuffs in which the spice has been incorporated. For an 
administration like ours it’s not impossible but it’s an extremely heavy task. (…) Even in 
terms of scientific expertise [one could criticize AFSSA]; for additives there are tolerable 
daily doses… [To excuse them], AFSSA had to answer in 48 hours. The assessor was placed 
in difficulty, and by ricochet placed the manager in difficulty.”  

The interviewee appreciated the fact that indeed AFSSA was “reactive” and responded 
very quickly to the referral. This was held up as an example of why each European nation 
needs its own food safety assessor, for EFSA—recognized as useful at its level—could not be 
expected to respond so urgently. An academic interviewee reported that he had not even been 
aware of France’s Soudan referral, but learned of the issue when a British colleague told him 
there was a crisis in the UK. Here, the Soudan incident was taken as an example of how the 
French food safety system works like a well-oiled machine. 

An AFSSA interviewee gave the assessor’s view of the Soudan 4 incident. We note 
that, perhaps to paint a complete fresco for the understanding of the interviewer, this assessor 
speaks willingly of management measures in almost the same sentence as that describing the 
assessment. “The DG for Consumer Affairs searched out and traced all the product types that 
were on the market. We did a risk assessment; we have very few toxicological data but (…) 
the management measure is: ‘ok, if there’s epsilon in the guacamole you can let it go, but on 
the other hand, bring in all the spice packets’. We said ‘the risk is N, the population should 
not be put into contact with this product’. Afterwards the DGCCRF manage, so they recalled 
all the pizzas and the big companies took out all the spice packets and put in others. (…) We 
said ‘one shouldn’t come into contact with this colorant, the risk after all is rather high, we 
don’t know the toxicology well, it’s not normal’ [to leave the consumer exposed]. The 
manager takes action; we say ‘well, there’s a risk or there isn’t’. 
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The interviewee reveals the strong management bent in AFSSA expert panel 
“deliberations”. 

“(…) [Our treatment of Soudan] was an application of the precautionary principle. 
We didn’t have enough information. It’s an illicit substance, there was no reason for it to be 
in the food, and we don’t have enough data. In our deliberations we said, ‘there’s little 
chance of inducing risk, but it’s out of the question to let such products circulate’. That’s 
really the PP applied. It’s when really we don’t have enough information.” 

The Soudan case shows that the different professions involved in food safety have a 
different basic understanding of risk. Averred toxicological risk for the assessor takes on a 
further meaning for the manager: that of acceptable or unacceptable risk. If policy does not 
make explicit the different interpretations of risk belonging to the different phases of risk 
analysis, inefficiency may result.  

The assessor denounced the presence of toxicological risk: “we say ‘well, there’s a 
risk or there isn’t’”. Such binary terms left aside the notion of tolerable daily intake (on 
which uncertainty may bear: “we don’t know the toxicology very well”). Then the assessor 
went farther, intimating a management measure by judging that “the population should not be 
(exposed)”. Without an agreed policy on tolerable and intolerable risk, the decision maker 
then could not override the assessors’ suggestion. Expediency and optimization would prefer 
that the denounced risk be considered acceptable, but the manager’s hands were tied. This 
resulted in a management wish that the assessor had better anticipated decision implications: 
“If only they had told us ‘up to a certain dose we can suppose that there are certain risks, not 
completely negligible, but nonetheless risks one could consider…’ [acceptable]—for example 
if that lets you avoid recalling all the pizzas in France!”. Such conflict, it is suggested, could 
have a perverse effect on food safety assurance: “The manager could even ask, ‘is it in our 
interest to refer to AFSSA?’” (DGCCRF).  

Here we observe a case in which the assessor simply should have listed the risk levels 
associated with different scenarios, and left the choice of risk and action to the manager. This 
procedure, interviewees suggested, is not often found in AFSSA opinions (Section I.1.1.2-). 

In such conditions, it is not surprising that a DGAL interviewee comments 
(concerning another situation): “Yes, indeed we implement the PP because, to the extent that 
AFSSA’s recommendations are founded on the PP and that we have little margin to move 
away from AFSSA’s recommendations, we apply the PP ‘by order of…’. That is to say that we 
haven’t analyzed [the decision implications of the risk assessment] ourselves”. 

Another example provided by AFSSA points again to a default application, seen as the 
only possible option when data are missing: “The PP was applied for GMOs in the absence of 
data, of sufficient distance, because we really didn’t have enough data and assessment of risk 
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based on long term studies to be able to say ‘ok, no problem, go ahead’. But it’s a palliative 
for just such situations when we don’t have sufficient information to answer whether there is 
a sanitary risk of such and such a level.” The interviewee contrasts this with the “ideal” 
situation: “to have a complete risk assessment that can tell us there is or isn’t risk. Concretely 
we don’t always have this optimal situation and given a lack of data, we are obliged to apply 
the PP, by obligation”. 

Another AFSSA interviewee takes the example of acrylamide to demonstrate the value 
of the PP under uncertainty—even unrecognized uncertainty: "Because we don't know 
everything, we never know everything; acrylamide showed us that".  The same person pointed 
out impacts had the PP—or perhaps rather, full-scale risk assessment—been applied earlier in 
situations that today are recognized as having been characterized by uncertainty: "If we really 
had made a total assessment as we have done for certain food safety dossiers, I can tell you 
that [microwave ovens and mobile phones] would never make it through. Take kiwis, we 
realize that they are hyper-allergenic, they should never have been placed on the market, still 
we eat them; the PP would have said 'no, we don't want kiwis in France', full stop." 

Two aspects are proposed by this assessor to grasp the PP. The first illustrates its 
relation with proportionality: "the tacit dimension consists of saying 'I can give weight to 
something that is not strictly demonstrated. I don't need reciprocity, and therefore, the 
presumption of risk works but I'm going to weigh it with benefits or the presumption of 
benefits'". The second aspect illustrates the relation with complexity: using the PP consists of 
ensuring that innovation can go forward but at a rhythm that allows the "unsuspected" risks to 
be identified as one goes along. 

We note that risk assessors in the CGB (the special commission tasked with GMO risk 
assessment, overseen by the Environment and Agriculture Ministries) showed derision when 
asked in 2003 about their role in applying the PP. They viewed the PP as a political principle, 
empty of scientific meaning [MAR2004]. 

III.2.2 Managers' views on the PP 

An interviewee from the DGAL considers that AFSSA's use of the PP may be 
"abusive". The example used is that of Q Fever, already discussed in Section I.1.1.2-. In this 
case, the expert panel assessments would have allowed the DG for Food to lift a heavy routine 
obligation that unduly penalized a certain category of cheese producers and led to under-
declaration of the farmyard pathology. However, the directors of AFSSA added a 
precautionary layer to the expert opinions. As a result, the DGAL could not lift the obligation 
without appearing to be in flagrant disrespect of scientific wisdom. For this manager, the 
Agency's credibility is diminished by this inappropriate invocation of the PP. “Q Fever shows 
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an abusive use of the PP at a level which is not appropriate. Frankly, we would have 
understood, accepted it if the AFSSA directors had learned of a new datum that had not been 
examined by the expert panels.  But there were no new elements, just a question of evaluation 
['appréciation']; I find this to be a [professional] fault. In any case, it unfortunately alters the 
credibility of AFSSA.” 

The manager explains the need to temper precaution with proportionality. “Take the 
AFSSA opinion on TSE in small ruminants- ‘mathematical models lead us to think that there 
may be a few tens of heads with TSE in sheep and goat herds in France’. If we applied the PP 
in all its splendor, I think we would have to have forbidden, well before today, the 
consumption of goat's or sheep's milk cheese, and doubtless as well the consumption of lamb 
or mutton; since we don’t have certainty that the milk is non-contaminating, [or that prions, 
being much more largely distributed than in bovines, can't be found in sheeps' blood]. We 
could practically forbid the entire chain of production, drown an economic sector, and 
deprive ourselves of the pleasure of eating cheese.” 

This manager suggests that the more appropriate application consists of a good 
interplay between the assessors and managers. Alerted by the assessment, yet reassured by a 
careful analysis of the TSE landscape (diminution of BSE cases following management 
measures, observation of one sole case of TSE in a small ruminant), managers would "give 
ourselves the means to verify whether the [AFSSA] hypotheses based on mathematical models 
are real or not".  The controller would map out a sampling plan to examine prevalence of 
TSE in ovine species, just as had been done previously for goats. Only in a second period 
then, “if we realize that it's a real public health worry”, would adapted measures be applied.  

The same manager points out that those in the public health sector do not respect the 
proportionality principle when they invoke precaution. The "action principle" cited by DG for 
Health (DGS) was of interest to this interviewee; it consists of a three-phase chronology: 
detection, interpretation, action. For the DG for Food, food safety actors clearly find 
themselves today in the "interpretation" phase regarding TSE. Yet the DGS calls for universal 
testing at the slaughterhouse— costing "at least 70 to 80 million euro. Thus the 
proportionality principle is defeated each day by these services". 

Clearly then, the interpretation of the PP and its legally associated notion of 
proportionality are interpreted differently by actors according to their profession. Notably, 
Agriculture Ministry managers think of the economic impacts to food producers when health 
protection measures are applied. In contrast, signs are that for the DG for Health, regarding 
food safety at least, cost is rarely an object. The DGAL interviewee points out that 
nonetheless the DGS does weigh benefits and costs when determining, for instance, the 
minimum age for e.g., human cancer screening programs. The interviewee notes that the food 
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safety cases discussed are associated with high risk rejection in the public. The Prime 
Minister's cabinet is the "final recourse" when hazards are politically loaded, and in such 
cases, interviewees suggests, the protection decision will sublimely ignore all the costs 
associated with action. 

Forbidding animal-based feed [a presidential decision] just when all the decisions 
had been taken for that to pose no more danger! That was worth a civil debate at least. Think 
of it: destroying the feed, creating huge amounts of CO2, the greenhouse effect, the cost, and 
how did we replace the feed? With more expensive, imported, transgenic soy cakes! Did we 
ask citizens what they wanted? It was political posturing. –Expert (SAFE FOODS interview) 

III.2.3 Stakeholder assessments of PP application 

For the consumer protection advocate, the PP is "non-negotiable and must apply to 
all"; the "monumental errors of the past command prudence" regarding GMOs and pesticide 
residues in particular. There is a particular demand on managers to take their responsibility 
and introduce protective, if provisional, measures when uncertainty exists "Consumers want 
measures to be taken each time there are unassessed risks that could affect their environment 
and their health". Second-order ignorance—not knowing that you don't know-- is not 
specifically referred to in that statement; indeed the formulation "unevaluated risks" could 
refer to such unseen uncertainty, but in that case, the consumer demand could never be 
satisfied, for products and activities would have to be completely known and proved safe in 
order to lift management restrictions. However, rejecting explicitly the backwardness that is 
sometimes attributed to militants, our interviewee stated: "Rather than a brake on innovation, 
the PP can be, on the contrary, an incitation to develop innovation. The PP does not forbid 
innovation, it orients it." The case-by-case risk analytic philosophy is embraced for GMO 
development in particular. 

Another stakeholder, this one from the phytosanitary industry, speaks of the PP in the 
case of product authorization as a trigger to action, rather than a paralyzing injunction.  "Our 
wish today would be: the PP must be applied when there is a doubt, and must trigger an 
action." Quoting an imaginary and ideal manager: "'We have a doubt, so, activate the 
precautionary principle! So I shall ask the industry professional to redo certain assessments, 
to refine…'. The PP must orient the political decision maker toward the implementation of an 
action, proportionate to the question that is asked." 

However, the industry today experiences the PP as a “blockage principle”. Observing 
that scientists are rarely categorical, and that indeed it is difficult to find consensus when 10 
persons sit down around a table together, this stakeholder laments the reaction of the 
(imaginary) politician who then says: "'I asked scientists, they are not in agreement, there are 
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doubts, there are uncertainties, I'll apply the PP!'". The interviewee points to the lack of a 
"dynamic" action perspective in such a case. "What comes next? What do we do?". With such 
an application—putting a hold on innovation rather than launching actions to reduce 
uncertainty—industrial actors find themselves having invested "10 years'" effort in a new 
product with nothing to show for it. This position is "inconceivable for us. We say that the PP 
must be a proportionate, action principle". For the stakeholder, if the formal risk assessment 
is not clearly unfavorable, then the product should be authorized with reserves and conditions. 
The aim should be to circumscribe the "question" to a "clearly identified risk", on which 
further assessment information then would be collected. Today, however, this stakeholder 
finds that precaution is often expressed by an attitude of wondering “one fine day, what might 
possibly happen to us?”. 

III.2.4 Insights on operationalizing the PP 

All in all, the quotations above demonstrate that the interpretation of the PP is closely 
related to the role and profile of the actor consulted. Assessors call the PP a default option, 
and they see their role as diminishing the uncertainty that triggers its application. (Still, the 
Soudan 4 case shows that assessors may stray into a management role when they display their 
own prudence in their opinion.) Industry stakeholders, accustomed to performing their own 
assessments while preparing product authorization requests, accept the PP as a requirement to 
continue such assessment and thereby reduce remaining questions and doubts. True to their 
economic position, they do not accept a PP that results in a halt to production while omitting 
to continue assessment.  

The consumers' advocate whom we interviewed accepts that precaution consists of 
reducing uncertainty through assessment. However, the accent is placed on the "monumental 
errors" experienced when innovation has rushed forward without considering whether risks 
were sufficiently assessed. The consumer's demand is placed not so much on the assessor as 
on the decision maker. While the industrial stakeholder expects the decision maker to order 
more refined assessment, the consumer advocate more pointedly asks the decision maker to 
constrain development. Still, the consumer advocate rejects the backward idea that innovation 
itself is to be refused. In this way, we may state that an intelligent use of the PP is requested 
by the consumer advocate; this is far from an image of the PP as an irrational block to action, 
as it is sometimes stereotyped in the international forum. 

A focus on the pendant principle of proportionality is found in the industrial 
stakeholder, but also in the DG for Food. As seen throughout this report, the Agriculture 
Ministry actors retain their historic role of favoring—or at least not unduly hindering— 
economic development in the food production sector. This objective, along with the 
traditional close relations with producers, leads to an optimization approach. Here too there is 
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an intelligent understanding of the PP as a tool to adjust action to the degree of knowledge. 
The manager is ready to play a role in reducing uncertainty, through carefully planned control 
actions44. The other legal pendant of "provisional" actions is not readily evoked; in the 
interviews, there is little mention of temporarily forbidding activities or products while 
knowledge is gathered.  

Applications of the PP provide examples of how the risk assessor is seen by the 
manager to overstep its role. Whereas the PP should be a management prerogative, in practice 
the manager must apply the PP "by order of" the assessor when the opinion is too heavily 
laden with prudent language. Here the manager particularly regrets that food safety assessors, 
like public health actors, do not consider also the proportionality principle that is the legal 
pendant to the PP. 

III.3 Evaluation of relevant cross-cutting elements 

The expert component (Tome II) of the five-year General Inspection [IGA2004] 
sketches a theoretical framework for grasping and evaluating health security organization. 
This may be taken as a tool for appraising governance. It is structured as a functional analysis. 
While no bibliographic references are provided in this expert report, the functions are 
classical and recall e.g., the Codex risk analysis terms. Fifteen fundamental functions are 
identified and organized by the authors in six generic groups or “key functions”, which do not 
map onto the Codex model: 

• Hazard characterization (subsuming hazard identification and exposure 
assessment);  

• Sanitary surveillance (subsuming event identification and description; 
identification and investigation of epidemics and clusters); 

• Actions to promote safety and protection (quality and safety assurance; control and 
inspection); 

• Research and expertise (technological and scientific monitoring; prevention 
research and evaluation; decision support studies); 

• Decision, application and evaluation; 

• Communication. 

While an evaluation matrix based on this functional analysis is proposed, the reporters 

                                                 
 
44 Note that our interviews with controllers from the DG for Consumer Affairs did not yield specific discussion 
of the PP. The Soudan 4 incident was not portrayed as such by this DG, while it was cited as a PP example by 
AFSSA. 
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do not perform the suggested evaluation, highlighting the long period and important means 
that would be needed. 

III.3.1 Excellence in risk assessment  

Before reporting findings from our own interviews, we may turn to some results 
gained by the AFSSA self-audit [BES2004c]. The various food safety actors and stakeholders 
interviewed in 2003 highlighted the following as points for improvement (pp. 86-87): 

• The recognized excellence of internal and external expertise mobilized by the assessor 
AFSSA should be matched by a more “constant quality” of opinions45.  

• A “broader and more judicious choice of experts” could be supported by a more 
generous and timely per diem scheme. 

• The Agency’s Directorate for Nutrition and Health Risks Assessment (DERNS) 
should not be bogged down by routine referrals (authorizations, regulatory text 
verifications) nor be swayed by subjects given a high profile in the media, but rather, 
should “more firmly” orient its self-tasked research toward fundamental subjects 
judged to be essential over the long term. 

• Quality procedures set up for expertise should be followed in the same manner 
whatever the situation (routine risk or crisis management). Procedures should be 
extended to cover the entire cycle (referral to opinion). Upstream, procedures should 
guide the assignment of referrals to internal expertise or to expert panels. 
Downstream, more transparency is wanted in regard to handling differences in 
judgment between the expert panels and the DERNS (acting as scientific secretaries to 
the panels, DERNS staff are responsible for writing up the opinion for publication). 

A number of these points are raised in the administrative or parliamentary audits 
referenced in Section III.1.1, and as well in our own interviews conducted with the guide 
developed by SAFE FOODS WP5. This suggests the points identified in all sources are real 
items of concern, and perhaps true weaknesses in the current arrangements for excellence 
within the Agency. One may surmise as well that little significant change has been 
experienced between 2003 and early 2005 when the earlier and later studies were conducted 
respectively.  

For instance, a number of SAFE FOODS interviewees highlight issues regarding the 
recognition or compensation of external experts. AFSSA does not pay experts for their work 
(they are considered to be seconded by their home laboratories, or paid in kind by the prestige 

                                                 
 
45 “Quality” in this connection may be understood as “clarity, depth of detail”. 
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and scientific value of participating in assessment). Expenses are reimbursed after an 
“unreasonable delay”. Economic and structural career pressures on experts tend to reduce 
their participation over time, or limit the pool of excellent candidates. Home institutions do 
not assign a high value to outside expert activities; these can be considered a waste of time 
that should be spent on research. Typically there is no valorization of expertise in regard to 
career46. 

Such are not the only constraints on obtaining excellence in expertise. Some SAFE 
FOODS interviewees suggest that expert panel members have been disgruntled by an “extra 
layer” introduced between their committee report and the final published opinion. They 
reportedly do not appreciate the practice of AFSSA or DERNS management to sometimes 
add text or recommendations.  An expert interviewee suggests this is one reason why there 
was a weaker response than expected to the public call for renewal of expert panel 
membership for 2003 (800 replies down to 400), and explains resignations among the most 
qualified and experienced panel members. (Note that the revision of opinions is clearly within 
the legal prerogatives of AFSSA directors. Comments, negative and neutral, on this practice 
were obtained from SAFE FOODS interviewees; see Sections I.1.1.2- and II.2.1.1-.) 

In contrast, an issue that has been addressed frontally since the 2003 self-audit is that 
regarding the quality control of referral procedures. Our interviews, and the official audits by 
administrative inspectors and parliament, suggest that serious work and coordination among 
partners have been carried out to refine at least the early stages of referral (formulating the 
question, receiving and dispatching the referral within the assessment agency) (see Section  
II.2.1.1-). 

Regarding the orientation of research, SAFE FOODS interviewees felt that the same 
articulation between assessing scientists and national managers should be exploited. The 
Agency, on the basis of insight formed while treating referrals, should systematically 
highlight research gaps. Experts are in a unique position to identify what needs to be studied 
in order to be more efficient and effective in developing opinions. They should notify the 
administration, and the state then should impulse research initiatives. This is seen as 
particularly apt in the context of preparations for the European FP7. Negotiations should be 
opened with the Ministry of Research able to assign credits. The integrated laboratory 
structure available within AFSSA would then in turn be able to go forward with vital 
research. 

                                                 
 
46 We note that the Science and Society forum organized by the European Commission in March 2005 
highlighted exactly the same issues. They are clearly “in the wind”. 
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III.3.2 Transparency 

In the same manner as above, we may cite conclusions from the AFSSA self-audit 
[BES2004c]: 

• More transparency should be obtained as to the independence of not only 
expert panel members but also DERNS staff themselves; information would be 
needed not only on the economic interests of experts but also their political and 
ideological engagements.  

• Food industry professionals request more transparency because they feel they 
do not understand the procedural cycle, nor how the occasional ad hoc working 
groups (as distinct from expert panels) are constituted. They feel the time taken 
for rendering opinions is unpredictable. 

• Consumer protection associations judge AFSSA opinions difficult to read. 
They request more transparency through publication in simplified form and/or 
through channels other than the Internet. 

SAFE FOODS interviewees concurred that the legalistic style of opinions reduces 
their readability (text is preceded by a list of “Whereas” statements situating the referral and 
pertinent precedents).  

Try translating that into English! Good luck! That makes it inaccessible to our EU 
colleagues. (…) In the GMO area, all the Member States translate their opinions into 
English; we’re the only ones who don’t. (…) The more difficult and complicated the problem, 
the more stilted the language; it’s infernal and untranslatable. –Expert (SAFE FOODS 
interview) 

A different issue of transparency is raised in regard to the finalization of the text of 
opinions. This concerns the small number of cases when AFSSA directors have added their 
own reading of the expert conclusion and their own recommendations, which have been 
perceived to alter the final judgment rendered on the referral question. This situation is 
discussed in Sections I.1.1.2- and II.2.1.1-.  

The National Council for Food explicitly requests an effort toward transparency in risk 
assessment policy judgments: “Based on the principle that risk assessment (…) incorporates 
implicit and explicit hypotheses that are sometimes due to the ambiguity of the question, the 
Council feels that the presuppositions taken in assessment should be subjected to debate such 
that professionals, public managers, informed or lay consumers as well as experts from other 
domains may recognize validity of these presuppositions.” [CNA2002, p. 55] 
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III.3.3 Independence 

Two dimensions of independence may be considered: intellectual and structural 
(economic). 

As described in Section 1.2.2, the Public Health Code stipulates the obligations for 
AFSSA personnel in regard to maintaining their neutrality and for expert collaborators to 
provide updated declarations of interest. Some observers (including some of our interviewees) 
appear to suggest however that these dispositions are insufficient. As mentioned above, it has 
been suggested that members of the DERNS (Directorate for Nutrition and Health Risks 
Assessment) should also make a public declaration of interest as do expert panel members. 
Finally, and in a different tone, some suggest that financial interests are not the only pertinent 
ones; political and ideological positions should be transparent as well [BES2004c]. 

Collegiality of expert deliberation is cited as the means through which such biases, as 
well as scientific differences, may be handled.  

Collegiality is the principle cited too by our interviewees who argue that it is not 
necessarily desirable to exclude from risk assessment all persons who have or had had 
connection with industry. Those persons, in fact, may bring appreciable field knowledge to 
the assessment. Furthermore, the fact that a university professor has been engaged by industry 
as a consultant may be interpreted as a gauge of skill. Relying solely on individuals who have 
not yet stepped outside their ivory tower could reduce the excellence of assessment. Finally, it 
should be recognized that the data on which the scientists rely is very often furnished by 
industry. It would be impossible to conduct assessment without this input. Standards of 
scientific practice in collecting these data in turn guarantee the risk assessor’s independence. 

A SAFE FOODS stakeholder interviewee points out that there is a very small pool of 
scientists in France who are qualified to assess GMO risks (he estimates their number to be 
12). In this context it is inevitable that many scientists have connections with industry, which 
moreover is interested in and funds research led by university laboratories. This interviewee 
does not express the same confidence in the aptitude of collegial panels to cancel out bias. He 
believes that there may be a solid tendency to favor the industrial development of GMO. Until 
recently an industry representative sat on the CGB risk assessment committee (located in the 
Environment and Agriculture Ministries). Civil society stakeholders resigned their seats in 
2003 because they were unable to see their viewpoint on larger societal issues taken into 
account in the case-by-case assessments. 

Another problematic situation, regarding intellectual independence of experts from 
AFSSA, was highlighted by an interviewee. After organizing monthly meetings for its first 3 
years, the AFSSA Scientific Board has subsequently had a very irregular record indicating 
discouragement among its members (absence of a president and no meetings for a year, and 
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now infrequent meetings, or cancellations because the quorum is not reached). The expert 
interviewee considers that the Board has been prevented from looking into how assessment 
tasks have been carried out (a role that was intended to mirror that of the scientific advisory 
committee concerned with food safety within the Commission). According to the expert, 
AFSSA directors and the General inspectors [IGAS2004] agree that this Board need not play 
such a role, but the parliamentary office [OPE2005] supports the idea of giving this leverage 
and independence to scientists. The request for a setting in which expert panel presidents and 
AFSSA directors could review issues and problems has been disregarded up to now, but will 
be renewed under the incoming Managing Director. 

As for structural independence, interviewees note that there are multiple ways in 
which AFSSA remains dependent upon DGAL and the tutelage ministries: Financing is set 
year by year; certain laboratories within AFSSA perform scientific support for DGAL without 
benefit of referral (these are paid and unpaid contracts); a great mass of referrals comes from 
the Ministries (many of them on regulatory issues) meaning that resources are limited for self-
referral (today limited to 7%) or for consumer referrals (1%). The issue of financing should be 
resolved under the new organic law on finance, allowing performance-oriented multi-year 
contracts to be negotiated between each of the health security agencies and their overseers 
(see Section III.1.3). 

III.3.4 Articulation between assessment and management 

Another issue uncovered by both the AFSSA “self-audit” [BES2004c] and our study is 
whether risk managers from the ministries should be able to be present during the Agency 
expert panel meetings. This sensitive point touches on both transparency and independence, 
as well as on internal communication.  

The principle of independence through the separation of risk assessment and risk 
decision has been pursued at AFSSA through a change in practice regarding the presence of 
ministry representatives at expert panel meetings. In the past these representatives could 
attend as a matter of course. The Managing Director however ruled as of 2003 that they 
would not attend except at the explicit request of an expert panel president. This is regretted 
to some extent by both parties (see Section II.2.1.1-). 

 “There are times when we [experts, assessors] discuss with you [managers] and there 
are times when we deliberate amongst ourselves.” It was necessary to recall this rule, to 
formalize it because people didn’t want to apply it spontaneously. - AFSSA (SAFE FOODS 
interview) 
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III.4 Assessment and evaluation of risk communication and stakeholder 
participation 

In SAFE FOODS interviews as in published statements, the consumer protection 
organizations express their willingness to form a “strong partnership” with the public 
authorities to contribute to developing “standards and legislation” for improving food safety. 
In this objective, they desire their own chamber, or other specific manners to take into 
account their viewpoint on the “legitimate other factors” recognized by Codex as part of the 
risk analysis cycle. Regarding the promised “second circle” of expertise they would expect 
special efforts to ensure the proper weight of their representation, so that they would not be 
drowned out by numerous representatives of industrial organizations with enormous 
economic resources behind them. 

These stakeholders feel that the “mushy consensus” that commonly emerges from 
pluralistic committees dilutes their message. They prefer to see their minority opinion 
recorded, and to maintain their efforts to express themselves in other forums. For instance, 
consumer representatives state they prefer to go before hearings where they can say what they 
have to say and make a stronger impression. 

The organizations notice also that the locus of decision more and more will be on the 
European level. They have recognized that their strategic interest is to focus on European 
representation.  

A SAFE FOODS expert interviewee gave this view of consumer protection 
associations: “They find perfectly competent representatives but they haven’t many of them. 
The associations have few resources and are greatly solicited. They have trouble playing the 
role they should play. There are many organizations present in the National Council for Food 
and they intervene there a great deal. (As for conducting risk evaluation), they don’t want to. 
They have clearly expressed themselves to say they don’t have the skills to perform socio-
economic evaluation. They consider that they represent one part of the food chain; they wish 
to intervene as representatives of one sector of society and not as socio-economic experts.”  

Managers we interviewed are open to the idea of greater participation by various 
stakeholders (consumers, professionals, other civil society representatives) to give advice or 
counsel. However, they fear that decision making could be disrupted. “If the second circle is 
used to avoid implementing measures that have been recognized to be necessary, by saying 
‘culturally we’ve always done things this way, we mustn’t change’, then there is a danger.” 

Managers and the multi-partite National Council for Food [CNA2005] ask questions 
about how to manage consultation of the general public. There is good recognition of the 
classical issues concerning representativeness and developing formats to improve this.  There 
is recognition too of the need to adjust consultation to decision context, for conflict may arise 
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if despite a negative evaluation by consultees, the public authorities go ahead with a contrary 
decision. 

III.5 Assessment of the Interaction between National, European and 
International Regulation 

Specific reference was made in one interview to the principle of subsidiarity in 
Europe. This is recognized as playing not only on a market level but also in regard to mutual 
assurance of food safety. In the same way as the manager in question trusts AFSSA assessors 
to play their role, he anticipates that EFSA and AFSSA and the other agencies will find a 
good modus vivendi if they agree to trust each other and enter into dialogue. The 91/414 rule 
concerning homologation procedures, the interviewee points out, is already a basis for mutual 
confidence. National agencies will not need to re-do risk assessments to check their 
colleagues’ work if the same basic principles and quality standards are respected across the 
board. This mutual respect gives more weight, as well, to comments that may be given by one 
agency to another as to how they might have conducted their assessment differently. 

In this context the manager perceives that EFSA must not work in isolation. To gain 
the confidence of the national agencies, EFSA must rely demonstrably on their skill and 
competence. There is enough competence in Europe to face all food safety issues. 

This is a shared view among the interviewees. All felt that it is a positive act to have 
created the EFSA. However, they fear that the European organism in order to justify its own 
existence may be drawn to performing its own assessments with its own expert panels. 
Undesirable consequences would range from inconvenience for national experts called on 
panels (a working trip to Parma cannot be accomplished in one day), to the disappearance of 
the national agencies at term. At AFSSA, the preference would have been to see EFSA 
organized as a clearinghouse leaving precedence to the national agencies [AFS2004c]. The 
Managing Director of AFSSA reinforced this preference at a recent Administrative Council 
meeting at which EFSA’s second in command was present.  

Reaching a coherent, harmonized approach to assessment in a smoothly-functioning 
network emerges as an important priority not yet realized. AFSSA mentions a number of 
means by which “direct (national) participation in Community risk assessment” could be 
organized: 

• Centralized procedures calling on Member States to act as rapporteurs; 

• Cross-national pooling of certain assessment dossiers; 

• EFSA consulting national agencies under Article 36 of the rule 178/2002 on 
scientific and technical assistance; 
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• Participation in ad hoc thematic groups; 

• Working out and perfecting harmonized risk assessment methods or guidelines 
[AFS2004b]. 

If we don’t agree on assessment guidelines, it’s all the more likely, or risky, that we’ll 
come to different, if not divergent, conclusions. We have to work on harmonization, on 
networking capacity, getting the most out of means that exist in the national agencies. 
Because the objective in creating the European Agency was to renew all the means that 
already exist. (…)  Try to see where (highest competence, expertise and savoir-faire exist for 
given specialties), go there and get it, instead of duplicating—which is expensive and not very 
smart. –DG for Food 

*** 

There was a choice between two systems: one with the European authority as network 
head, pooling expert capacities of the different (national) organisms (…); or a second system 
in which the European authority plays the role of a parallel agency or an appeals court (…). 
In fact, (EFSA) has gotten mixed up in the second role without realizing it! It’s a factor of 
instability; if we fall squarely in the (parallel agency model) then national expertise should be 
eliminated. It’s no use doing a second tier assessment without a guarantee that the second tier 
is necessarily better than the first tier. (…) We’re hearing all the “network” vocabulary but 
the facts are otherwise! This is contrary to what we see in other sectors (e.g., the European 
medicines authority). –AFSSA  

*** 

My experience with the European Agency has been disappointing. Clearly, Europe 
makes a choice to place its agencies in the hands of persons who have administrative, but not 
scientific qualifications. In my view, that’s dangerous. (Linked to this,) the European Agency 
doesn’t make the network of national agencies work together properly (…). Instead of 
producing confidence, the expert process produces dissonance. (…) Not because (experts) 
have dissonant visions, but because they don’t get the same (referral questions). Why? 
Because the people asking the questions—honest and competent in their own domain—don’t 
have the scientific skills to ask them. In risk assessment, (…) if you don’t ask the same 
question of AFSSA and EFSA, you can’t expect the experts to give the same answer47. And 

                                                 
 
47 Indeed, there was a famous instance of the young AFSSA issuing an opinion apparently in direct contradiction 
with an expert opinion from Brussels regarding the embargo on British beef. France was left unable to lift the 
embargo despite the Community recommendation. Two interviewees mentioned this event as an illustration of 
how a variation in risk assessment referral questions will produce apparently divergent opinions. 
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you have to be a scientist to decode that. –DG for Health (SAFE FOODS interviews) 

The shared observation across our interviews with assessors and managers, confirmed 
during the SAFE FOODS Paris feedback workshop, is that there has been very little 
communication from the new Agency to the Member states informing and consulting them. 
While input of information is welcomed, the flow outwards is stifled, with “expert 
confidentiality” sometimes cited as a justification. Transparency appears not yet to be EFSA’s 
strong suit. Interviewees suppose reasonably that many activities are taking place within the 
Agency and suspect that EFSA is not aware of the perception forming that Member state 
correspondents are being closed out. 

At this time, the newly instated Novel Food/Novel Feed rule has already produced 
undue pressure on national correspondents to perform on order within a tight timeframe. 
Complaints were heard from both assessors and managers on the imposed activities, seen as 
supplementary bureaucratic exchanges on dossiers that formerly were handled “in house” on a 
national level.  

III.6 Assessment of Confidence and Trust in Regulatory Institutions and 
Regulatory Process 

Trust and confidence in food safety should be evaluated on multiple dimensions. The 
confidence of the household consumer in market products and the public authorities are not 
the only pertinent issues. Interviewees touched on different trust relationships that exist or do 
not exist. While in general all agree that the food safety system has fostered higher 
confidence, some point to possible paradoxical outcomes or features.  

The French system of assessment, management, control and communication of food 
risks works well. That is not so much the case in the environmental or health domains. 
AFSSA, as the centerpiece of the food safety system, has fulfilled expectations and the 
assigned objectives. Some marginal improvements are possible in regard to resources and 
managing expertise– Consumer protection representative  

*** 

Food safety confidence has gotten stronger. For a certain number of risks—acute 
infectious risks like Listeria—it’s a routine affair. A phone call and it’s handled. The teams 
know what they have to do. I think that people have understood that’s in place. –Health 
Ministry  

 *** 

The impact of the creation of AFSSA has been too positive! The public is too 
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confident! Professionals can start cheating again… –AFSSA  

*** 

There is a crisis of confidence between the consumer and the farmers. The consumer 
sometimes has contradictory demands: perfect fruit and vegetables all year long, but without 
pesticides and inexpensive… –Industry stakeholder (SAFE FOODS interviews) 

A number of interviewees showed awareness that trust and confidence are not to be 
measured in a purely intuitive manner. “You should ask the public (if confidence has 
improved)” (DGAL). The IRSN Barometer (discussed in Sections I.4 and II.4) was mentioned 
by the AFSSA Managing Director as the source of his judgment on current confidence levels. 

Among AFSSA’s self-tasked “risk assessment priorities” [AFS2004b] is the 
development of quantifiable indicators that will confirm or disconfirm the affirmation “food 
has never been safer than it is today”.  

IV. Four Case Studies of Food Safety Regulation 

IV.1 Pesticide residues 

“At the time of the food crises, when we created AFSSA back in 1998, no one was 
thinking about pesticides. They weren’t a problem at the time. If we were creating AFSSA 
now, we might name pesticides as the motivating factor.  

“(…) Pesticides and environmental contaminants in general today are a totally 
unexplored field. I think that public health issues are there, it’s clear. But we don’t have the 
needed research investment or budget, the epidemiological structure. We know why, too: it 
raises issues in an enormous economic activity—our agricultural production is peanuts in 
comparison.  

“An affair like the dioxin contamination by an incinerator in Isère might be very big, 
though. It’s said that politicians are mixed up in it, there’s a trial coming up, the InVS and 
AFSSE are studying population exposure. It may blow up in the media and create the 
perception that things should be done. We don’t know what the effects will be, either, of 
having set up the National Environmental Health plan last year. But pollution, depollution, 
that can’t be managed by the French alone; these are European, worldwide problems. There 
are excess cancers that can’t be explained… Well, pesticides come into that picture.” - DG 
for Food, Agriculture Ministry (SAFE FOODS interview)  

Indeed, a number of examples suggest that pesticide residues may move higher on the 
public agenda. As the Safe Foods French Institutional review was written, a pesticides factory 
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with 1000 tons of chemicals stored onsite burned in the south of France48. 

Since 2003, France has been reported in the media as consuming more pesticides than 
average among European member countries. Fruits and vegetables are reported as exceeding 
MRL (maximum residue limits) although only in a small percentage of checked foodstuffs. 
Food producers (and wine growers in particular) have complained that more residues are 
found as detection instruments grow more sensitive, lending an impression that the quality of 
foodstuffs is diminishing. The “preoccupation” of the EC with endocrine disturbance, and the 
movement to revise the list of authorized products, have also been reported. In 2004, the 
suspension of “Gaucho” pesticide accused of killing honeybees was viewed as a victory by 
professional beekeepers, consumer associations and nature lovers, and a tragic waste by corn 
growers. 

The case of risk assessment of pesticides residues is difficult to isolate from that of 
marketing authorizations. The examples above suggest, as well, that assessment must be 
viewed in a risk analysis dynamic, whose boundaries will move steadily outwards as 
environmental health consciousness grows in France. 

IV.1.1 Institutional responsibilities and arrangements  

Marketing authorizations follow a classical two-step process with substances receiving 
authorization on a European level before the Member State authorizes a name product. The 
competent authority is DGAL through its Subdirectorate for Plant Quality and Plant 
Protection; authorizations are granted by the Comité d’homologation after taking advice from 
the Ministries of Environment, Health and Consumer Affairs. This Authorization Committee 
performs economic and agronomic evaluation of the pesticide products (efficacy, selectivity, 
etc.). 

Risk assessment to support authorization is carried out by the Agriculture Ministry’s 
CET (Commission d’étude de la toxicité de produits antiparasitaires à usage agricole et des 
produits associés), better known as the “COMTOX”. It counts 35 members (toxicologists, 
ecotoxicologists, physicians, veterinarians, agronomists) and relies on 50 associated experts. 
Scientific and technical coordination is carried out by a structure joining the ministry and 
INRA (National Institute for Agronomic Research).  

The COMTOX is an unusual instance of a risk assessment function placed within the 
management structure. This “anomaly” is explained by the interviewee above, who highlights 
                                                 
 
48 Béziers, June 27, 2005; a safety perimeter was drawn around the Seveso-regulated plant manufacturing 
fungicides and pesticides. Residents were “invited” to shelter in their homes. Authorities announced that the 
cloud of smoke presented no toxic risk except in case of prolonged exposure. The fire was put out and the wind 
took the smoke out to sea without passing over the city. (Sources: France3.fr; Le Nouvel Observateur) 
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the fact that pesticides were not viewed as a food safety issue at the time of the 1998 reform. 
The pre-existing structure was not modified. Today, in contrast, the ministry is developing 
legislation to transfer the CET’s “hazard and risk assessment” missions to AFSSA. The new 
structure placed within the Food Safety Agency would be called ANIV (Agence nationale des 
intrants dans la production végétale).  

The Food Safety Agency, indeed, includes pesticides within the perimeter of its 
competences. AFSSA up to now has not carried out any exposure or toxicity studies for 
marketing authorizations, and has no expert panel for the purpose. However, they handle 
referrals regarding residues in foodstuffs, as well as regarding legislative articles. 

The DG for Food’s Subdirectorate for Plant Quality and Plant Protection performs 
controls on the distribution and agricultural use of pesticides and fertilizers. They are little 
involved in controls of foodstuffs that have left the farm to be processed or distributed to the 
consumer. This Subdirectorate includes three bureaus. Control plans are worked out by a 
national coordinator working with these bureaus and 12 experts.  

The DG for Consumer Affairs controls and monitors marketed products. 

The DG for Health is in charge of control and monitoring for water.  

An Observatory of pesticide residues was announced in late 2002. It was created as a 
cooperative venture among AFSSA, the Environment Agency and the tutelary ministries but 
has little visibility as of yet. 

IV.1.2 Process of regulation  

Identification of hazards and risk assessment. The COMTOX is in charge of hazard 
identification and assessment of toxicological, ecotoxicological and environmental risks 
associated with pesticides (active principle, metabolites). It performs exposure studies in the 
context of market authorizations or as Member Country rapporteur for joint authorizations. 
Concerning pesticide residues risk assessment, industry provides data stemming from residue 
tests performed in the field, based on the most critical (unfavorable) practice observed in 
Member Countries (the “worst realistic case”). 

Post-homologation studies (verifying that the prescribed application of the product 
does not result in exceeding the authorized residue level) are carried out by industry. This is 
more and more frequently seen, and accepted by industry to the extent that such studies are 
targeted to specific cases, proportionate and “scientifically framed” (such that “100 studies 
aren’t requested when 10 would suffice”). 

Example of referral. AFSSA does not intervene in the specialized work cited above, 
nor does an expert panel exist for that express purpose. The primary competent panel for the 
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“general” referrals received by AFSSA is Chemical and Pesticides Residues and 
Contaminants, handled by the Physico-Chemical Risk Unit of the DERNS. 

An interviewee recounted an example of referral. At the time of launching the 
“National Nutrition-Health Program” campaign to foster consumption of 5 fruits or 
vegetables per day, the DG Health asked AFSSA “if everyone augments his consumption, 
what will be the associated risk from pesticide residues?”. This question was formulated in 
such general terms as to be impossible to answer: it would have required the assessment of 
hundreds of molecules. The AFSSA thus gave a methodological response: a short opinion 
stating e.g., that a total diet study would be needed to assess exposure and build reasonable 
scenarios. 

Most referrals in the area of pesticides residues concern draft legal texts to transpose 
EC directives. Three examples were found in 2004 regarding MRLs. The short opinions of the 
AFSSA were accompanied in each case by an extensive list of suggested corrections. Each 
opinion was made available in the usual manner by Internet, whereas the appendix of 
corrections was not. We learned that it would be given on request to interested parties. 

An AFSSA interviewee confirmed that vulnerable populations are taken into account 
in biocide risk assessment activity conducted by the CET or AFSSE (“maximalist” scenarios 
of children consuming packets of pesticide, sleeping with a pet treated with flea powder, or 
other likely infringements on printed instructions for pesticide use).  

Surveillance and control. EU directives have been transposed into French law. The 
French list of MRLs is more complete than that established by the Community. MRLs for 
foodstuffs or processed products are set in terms of the fresh base products before 
transformation. No MRL is set for fish and shellfish. The Committee on Prevention and 
Precaution notes that MRLs in the case of water (more severe than in the case of foodstuffs) 
were set on the Community level not on the basis of risk analysis, but on political grounds 
[CPP2002]. 

Control of intrants. While the distinction was not specifically drawn by interviewees 
or literature, two types of intrants control might be distinguished: that performed in the 
context of regulatory development, and policing. 

Concerning regulatory development, the decentralized Plant Quality and Plant 
Protection services of the relevant Subdirectorate of the DG for Food have the task of 
checking whether actual farm practices lead to pesticide levels compatible with the law. They 
therefore perform official field experiments in the context of market authorization, based on 
observed critical practices, as well as harvest controls. These activities imply close 
collaboration with farmers. Cooperating farmers accept to provide a list of pesticide 
treatments performed (name of product, date of treatment, number of passes). The Plant 
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Protection services determine which active principles should be checked and attempt to take a 
sufficient volume of samples to test correctly for the presence of each molecule. In case of 
exceeded MRLs, the Plant Protection services seek correlations between observed levels and 
production systems. Most excesses are seen to be due to failure to respect established good 
practice. The Plant Protection services then counsel the farmers. However, changes in practice 
can be proposed even at the regulatory level in the goal of achieving residue levels within 
official norms. This iterative collaboration, adjusting practice to rules and rules to practice, 
has led critics to question neutrality, calling the sub directorate “both judge and party to 
judgment”. It is an example of the continuing mix of roles (controller and counselor) observed 
in this domain. 

In regard to policing actual practices, the DG for Food’s Subdirectorate for Plant 
Quality and Plant Protection verifies that the intrants distributed, used and stored are 
effectively authorized. On the farming side, they verify respect of: good practices (e.g., 
avoiding dispersion into waterways), required period between last use of pesticide and 
harvest, and authorized doses (this last is called “never very easy” to control). In 2005 it is 
planned to perform 7000 controls implying 700 samples to test for residues. This control plan 
was worked out by a national coordinator in collaboration with the 3 Subdirectorate bureaus 
and with the input of 12 national experts. It relies on an identification of risks associated with 
different farming practices (e.g., open-field or greenhouse) and a review of the latest 
authorizations and withdrawals of phytosanitary products. A “large margin” is left to the 
decentralized services to complete sampling plans because they are considered to have the 
best knowledge of actual practices. “Randomized” controls are needed “as part of statistics” 
but in the goal of efficiency49, the preferred objective is to carry out police controls on a 
scientifically justified risk basis; for this reason the Subdirectorate has published a “risk 
evaluation manual” to aid field inspectorates prioritize potential control targets. “With 
600,000 farmers and 107,000 tons of phytosanitary products used, it’s in our interest to target 
[wisely]; the most important is not to sanction but rather to improve practice”. Because 
illegal intrants use is sanctioned by law, the DGAL considers that “2 or 3 examples per year” 
of distributors or farmers brought before court and fined and/or imprisoned, reported by 
obligation in the local and professional press, are sufficient to produce awareness that 
inspectors are present and knowledgeable of actual practices. “We’re beginning to see an 
improvement in practices”.  

Note that of the 78 infractions notified out of 6000 controls in 2004, many concerned 

                                                 
 
49 The interviewee refered to the goal of efficiency as an application of the precautionary principle: control plans 
must be “rational” (risk-based) “firstly, because we don’t have lots of resources, secondly, in application of the 
precautionary principle we owe it to ourselves to be as efficient as possible”.  
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improper storage of intrants; some concerned intrants that have been withdrawn from 
authorized use and must be evacuated within 6 months. Here, the DGAL recognizes, the 
underdevelopment of a collection service may be partly to blame. Information on the 
regulatory status of intrants is immediately updated on Internet, in the state Official Journal 
and in the specialized press. DGAL controllers make a point of ensuring that farmers are 
informed of this status before conducting a second control which will be followed by sanction 
if the infraction remains uncorrected. 

Control data are registered in a specific database50 and transmitted to the DG for 
Consumer Affairs where they are integrated and sent on to the Community level. 

Control of marketed products. The DG for Consumer Affairs (DGCCRF) organizes 
checks for residues in marketed foodstuffs of plant origin. Six of the 8 DGCCRF food control 
laboratories are involved in pesticide residue analysis. In 2002 only three had achieved 
accreditation (due to a heavy workload). Results are usually sent 15 days after receipt of the 
sample.  

A SANCO mission in 2002 found that the rapid alert system operates properly in the 
case of alerts from other Member States [SAN2002], but there is no procedure in place for 
assessing whether a Community alert should be launched viz. health risks caused by products 
sampled in France which have exceeded MRL. In an appendix to the SANCO report, the 
DGCCRF responded that before setting criteria for launching alerts, they awaited a promised 
Community vade mecum. This DG pointed out that in the case of pesticide residues it is a 
complex matter to determine whether an exceeded MRL represents a danger for the consumer 
and requires alert [SAN2002]. 

Within France, when an MRL is exceeded the local DGCCRF inspectorate traces the 
commercial circuit of the incriminated foodstuff. The producer or importer is identified on the 
basis of commercial documents (invoices, delivery receipts) and the inquest is handed to the 
regional Consumer Affairs authority competent for the place of business. In the case of 
suspected consumer risk, client distributors who have received the foodstuff from the 
producer or importer are identified and their competent local inspectorates notified. While no 
national alert is given, all the involved regional services and the national coordination are thus 
informed. All breaches of the law are followed up. While the approach is repressive, the 
primary objective is to involve and inform manufacturers and distributors and make them 
aware of their responsibilities (rather than to confiscate the products).  

DGCCRF interviewees were pleased to point out that the French tradition of sampling 
and surveillance plans predates Community requirements and is among the oldest in Europe. 
                                                 
 
50 GEUDI, Gestion de l’utilisation et de la distribution des intrants. 
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The sampling frame is laid out in a text dating from 1982. The number of samples taken for 
marketed foodstuffs is generally smaller than those taken for water. Formal surveillance plans 
(annual sampling programs) exist since the beginning of the 1990s. Surveillance seeks to 
establish a statistically representative view of the marketplace, whereas controls are focused 
on sectors in which non conformity is suspected. In order to consolidate France’s surveillance 
capacity, as of 2004 the two types of data are formally separated and registered in distinct 
databases. These will serve the new Observatory of Pesticide Residues. Surveillance data are 
commonly given to AFSSA immediately (forming an example of proper respect of the 
legislated obligation which, AFSSA has complained, is not universal; see Section I.I.2.1.1-). 

Cooperation between Agriculture and Consumer Affairs controllers. The DGCCRF 
laboratories are equipped to perform multi-residue analyses and provide this service to the 
DGAL for farm produce not yet in the marketing circuit. As well, single-substance controls 
are coordinated on a regional level (e.g., residue levels in strawberries may be tested by 
DGAL on the farm and in the marketplace by DGCCRF). Controls may be led conjointly in 
the case of imported foods, or agricultural cooperatives: the DGAL checks foodstuffs while 
the DG for Consumer Affairs checks transactions with producers through examining 
accounting documents.  

The DGAL anticipates that pesticide residue control plans will be coordinated in 
future with the Ministry of Health as part of integrating health security.   

Stakeholder cooperation. Training courses in correct use of pesticides are offered to 
agricultural workers by a set of cooperating actors including the DGAL, pesticides 
manufacturers or distributors, and Chambers of Agriculture.  

IV.1.3 Handling of complexity, uncertainty, and ambiguity 

According to some interviewees, the complexity inherent to assessment and 
management of pesticide risks is under addressed, particularly in regard to the identity and 
organization of the CET (pesticides authorization unit). This is discussed below under point 5. 

Three precise examples can be given of the handling of uncertainty and ambiguity in 
regard to pesticide residues. They concern a referral to an Environment Ministry expert 
committee concerned with the application of the precautionary principle; a scandal regarding 
the regulation of pesticides toxic to honeybees; a joint referral to AFSSA and the 
Environment Agency on a molecule incriminated in that scandal. 

In 2000 the Minister of the Environment referred questions to the Committee on 
Prevention and Precaution (CPP) on the public health effects linked to the presence of 
phytosanitary products and their metabolites in earth or other milieus in contact with humans. 
Five questions were posed: 
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1. Can residual quantities of pesticides or metabolites, notably in food, be responsible 
for long-term health damage in the case of repeated exposure even at low doses? 

2. Should cumulative exposure to several types of residues be taken into account? 

3. Is the presence of pesticide metabolites, notably in food, sufficiently taken into 
account?  

4. Is it appropriate to take vulnerable populations into account (e.g., children)? 

5. Is the presence of pesticides in the atmosphere, in rain water and in drinking water a 
supplementary risk factor? 

The CPP upon consideration found that the public health problem posed by pesticide 
use in agriculture and elsewhere justified an application of the precautionary principle. It was 
argued that all the elements leading to such application were found: 

• All the data brought together by the CPP (or, in parallel, by [CNSS2001]51) 
and bearing on both toxicology and food borne or environmental exposure 
indicate that grave collective risks may be presumed. 

• The question of public health effects of pesticides is complex and uncertainties 
today are considerable. 

• Measures are available that are economically proportionate with the effects 
feared. 

In this context the CPP recommended general measures to be taken in the agricultural 
domain, efforts to improve knowledge through research, and transparency in regard to data 
collected in the context of authorizations and controls [CPP2002]. 

A textbook case of ambiguous risk is found in the events surrounding the May 2004 
incrimination of two pesticides in the death of millions of honeybees52. 

In April 2002, professional beekeepers in the Southwest of France saw 3000 hives 
wiped out in a matter of days. It was a worse catastrophe than that attributed over the 

                                                 
 
51 The CNSS report on pesticides authorization and residues, bearing only the title “session of 15 October  2001” 
consists of 25 two-sided information sheets of very readable character, detailing Context (What is a 
pesticide?...), Evaluation/Authorization, Surveillance, Controls, and Perspectives (including recommendations 
for public communication, risk visualization tools, and incitatory or sanctioning programs for industrial and 
other users). 
52 We rely for much of our simplified account upon information provided by the UFC - Que Choisir consumer 
protection association website in articles dated September 2003 and April 2004. While we have taken 
precautions and verified most points, it is possible that details could be disputed by participants in these events.  
The Union Française de Consommateurs - Que Choisir counts 100,000 members and over 400,000 subscribers 
to its print magazine. 
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preceding 5 years to the use of “Gaucho” (a pesticide whose use for coating sunflower seed 
stock had thus been forbidden). The DGAL denounced two businesses distributing illegally 
imported pesticides. A judicial inquest fingered 17 people whose commercial license was 
suspended while awaiting trial. All seemed well, but local beekeepers were skeptical: they 
had observed that the bees had been intoxicated precisely on the days when sunflower and 
corn were sown. Each type of grain was coated with Regent, the preferred pesticide since 
Gaucho had been forbidden.  

Analyses of dead bees showed no trace of the illegally imported products, but rather, 
the presence of fipronil, the active principle in Regent. By November 2002 AFSSA had issued 
an opinion stating that fipronil and its metabolite could be held responsible for the excess 
mortality and were sufficient to explain it. A second judiciary proceeding was opened in early 
2003, this time centered on Regent. 

The inquest finally determined that (contrary to Agriculture Ministry affirmations) 
Regent had neither a marketing authorization nor a provisional authorization, but had been on 
the market for 8 years against all regulations with a simple provisional sales allowance. The 
court would investigate whether this situation at the start had been allowed in order to 
accelerate the commercialization of a showcase product by Rhône-Poulenc, whose stock went 
public in 1996. 

No administrative measures were taken to withdraw fipronil from use and bees again 
were wiped out at sunflower and corn sowing time the subsequent year, in March 2003. The 
DGAL announced that the actual exposure scenario remained to be found. Beekeepers 
directed their attention to the dust floating over the fields at sowing time. They were 
organized with legal and scientific support, and learned of Italian research that showed 
pesticide from seed coating could be found in filters placed on turbines used in sowing. 

 Field tests in France showed that the pesticide coating indeed was thrown off into the 
air by such turbines. This scenario had never been considered at the time of market 
authorization procedures and was excluded a priori from consideration in 2003. The DGAL 
forbade coating in the seed factory producing the incriminated seeds, but beekeepers remained 
unsatisfied. They felt that the coating process itself should be strictly eliminated, whatever the 
molecule (Gaucho’s imidaclopride or Regent’s fipronil) and whichever the seed stock (corn or 
sunflower). The simple restriction against sunflower coating, they felt, was insufficient. 

Human health issues were then raised. People talked about health problems at sowing 
time. The revision of Regent from “noxious” to “highly toxic” was found frightening. Expert 
reports handed to court in 2003 and 2004 highlighted the human health question. AFSSA was 
again referred to, in February 2004 (see below).  

In September 2003 a scientific and technical committee (named in June 2001, before 
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the Regent events) handed in its final report on Gaucho to the DGAL, stating “worrisome 
results in agreement with field observations by numerous beekeepers in extensive agriculture 
zones. Coating sunflower seeds with Gaucho produces a significant risk for bees”. Militant 
consumer protection associations and some farmers’ unions considered proven that Gaucho 
was toxic for bees. Seven years of controversy, 245 documents and 4 million euro in public 
money, however, did not signify an end to the story. The press office of the Agriculture 
Ministry affirmed that the “final” report was simply a step in the evaluation process and its 
conclusions were provisional.  

Only in May 2004 did the Agriculture Minister finally suspend the use of Gaucho for 
corn coating as well—still without forbidding it definitively. The leftwing daily Libération 
pointed out that suspension was ordered on the first day of National Assembly debates on the 
draft constitutional law regarding the Environmental Charter. At the express wish of President 
Chirac this charter was to enshrine the precautionary principle (after its first appearance in the 
French Environment law of 1995). Libération titled its article: “The precautionary principle 
finds a concrete illustration”53. At the same time, the conservative Figaro reported the 
protestations of corn farmers, quoting one union representative to say: “This decision, taken 
without hearing the farmers, is a political and irrational decision that isolates France, and 
leaves aside the true interests of French people in terms of health, environment, economy and 
employment”. The professionals cited the potential loss of the equivalent of 540,000 quintals 
of corn and risk of delocalizing more than 100,000 farmed hectares. 

An AFSSA interviewee described the handling of uncertainty in the case of the 2004 
referral on fipronil. After extensive work in 2002 at the AFSSA Small Ruminants and Bees 
laboratory the question had been raised of long term risk to human health. Expert reports to 
court also highlighted this risk. A referral was made in February 2004 requesting that 
scientific uncertainty be lifted as to this potential effect. Unusually, the referral was addressed 
jointly to AFSSA and AFSSE (Environment Agency), signed by four ministries (Ecology, 
Health, Agriculture and Consumer Affairs). A joint expert group was formed with scientists 
from each setting54.  

This joint group reviewed all products in which fipronil is present (biocides including 
ant poison, veterinary medicines, etc.). Authorized in 1994, fipronil is currently under review 

                                                 
 
53 Note however that the interpretation given to the precautionary principle by the newspaper does not 
correspond to the spirit of that incorporated into the Charter. The newspaper tends to indicate that it is 
precautionary to forbid a product of averred danger, to eliminate an activity for which risk is non-null. This is 
indeed a popular understanding of the PP. The Charter incorporates the PP as an obligation on the authorities to 
assure that appropriate risk assessment and analytic procedures are in place to handle cases of uncertain risks. 
54 Note that this joint referral and cooperation were lauded by the parliamentary audit [OPE2005b] and form one 
basis for the recommendation that the two Agencies be grouped. 
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by the EC and France has acted as the rapporteur. The AFSSA was thus able to access risk 
data (environmental and toxicological, etc.) from existing COM TOX as well as international 
authorization files. Finding the risk assessment well done, the joint group was able to push 
back the boundaries and look into other types of risk that had not been quantified. They then 
recalculated and refined exposures. New exposure scenarios were created (taking into account 
not only the corn and sunflower applications but also those regarding imported foods like 
beets from Spain and tomatoes and eggplant from Italy), to allow for the fact that MRL are 
not harmonized. Under the hypothesis that all products were treated to the maximum level, 
the tolerated daily intake for children was found to be exceeded. Calculations were repeated 
using former MRL and new ones that were proposed by the COM TOX. In the second case 
the theoretical maximum daily intake (TDI) was reduced by half, but still children’s’ TDI was 
exceeded. AFSSA tested samples of milk (regarded as a principal foodstuff for children) and 
obtained real dosage of the molecule. Varying this sole value (replacing theoretical pesticide 
residue levels in milk by real, tested values) diminished the theoretical daily intake from 
116% of permissible levels to 31%. The interviewee recounted how worst-case reasonable 
exposure scenarios were employed to take into account the special vulnerability of children. 

An interesting feature of the joint AFSSA/AFSSE assessment was the opening of an 
Internet consultation. Interested parties could contribute their viewpoint or data. Consumer 
protection associations and industry professionals were explicitly invited to participate. Some 
250 visitors to the site generated 14 formal contributions. 

IV.1.4 Description of present activities 

Further examples of activities in assessing pesticide residue risks may be cited. 
AFSSA DERNS supervised a university study on “assessment of theoretical exposure of 
babies and young children to pesticide residues in common and baby foods”, May-Dec. 2000. 
The study was conducted in accordance with the WHO guide on calculating food borne 
pesticide residue intakes. It was published after review by the expert panels on Nutrition and 
Chemical and Physical Residues and Contaminants. 

Risk assessment policy reflection was engaged as of 2004 by AFSSA in the following 
areas relevant to “physico-chemical residues and contaminants”: 

• Calculation of toxicological reference values on the basis of experimental data;  

• Exposure calculation models; 

• Impacts of the no-threshold hypothesis on choice of risk assessment models 
and results [AFS2004b]. 

Given the difficulties recognized in assessing mortality and morbidity due to physico-
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chemical food contaminants, AFSSA identifies chronic low-dose and complex exposures as 
important areas for ongoing reflection in collaboration with the InVS [AFS2004b]. 

Starting in 2000 DGAL managers engaged a policy for significant reduction of 
pesticide use in France. Clarification in authorization procedures (see discussion under point 5 
below) led to dose reduction and suspension of certain products. The surveillance network 
was reinforced across the territory through improving cooperation across competent regional 
authorities (Agriculture, Health and Environment inspectorates). 

The DGAL initiated a program to improve agricultural practices through auditing, 
action plans and counsel. It involved cooperation among the administrations, technical 
institutes and professional organizations. A pilot endeavor focused on the mixing of 
pesticides. One outcome was the circulation of information to all actors, recalling that mixing 
is forbidden without prior assessment-based authorization verifying efficacy of the mixture 
and its harmlessness for public health, users, plant culture and animals when used in proper 
circumstances. The objective is to clarify mixing practices and increase their safety while 
assuring efficiency. 

In 2005, DGAL controls will test for a range of substances (a “multi-residue” 
approach). In the past, control plans were “mono-residue” meaning that they were less 
efficient in identifying uses of forbidden or unauthorized substances. This new orientation 
implies cooperation: multi-residue tests are carried out by DGCCRF laboratories. 

A label created in 1996 to identify products appropriate for home garden use led to the 
withdrawal by 2002 of 40% of products authorized for marketing to the public. A public 
information campaign, again relying on the cooperation among Agriculture, Health and 
Environment Ministries, targeted amateur gardeners and focused on safe choice, use, storage 
and disposal of pesticide products. 

Public health surveillance was reinforced by e.g. a program led by Inter-regional 
epidemiology cells (CIRE) centered on the French West Indies dominions and adapted to 
local products and practices. This program included hazard identification and exposure 
research, for the coordination of which an epidemiologist was recruited. 

The DG for Consumer Affairs planned 3500 surveillance tests and 600 controls for the 
year 2005. A few “surprise strikes” were conducted on salads in 2004. These products arrive 
at the end of a long chain of production and commonly exceed MRLs. The “strike” controls 
target awareness in farmers, processors and distributors. Because they mobilize laboratories to 
deliver results within 48 hours they cannot be conducted each year. 
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IV.1.5 Changes of procedures within the last 10 years or proposed changes and 
reasons for the change 

The major change to be noted concerns the CET or so-called COMTOX, the pesticides 
authorization assessment unit that subsists as a risk assessment actor within the management 
institution (Agriculture Ministry). Two major waves of change may be seen: first, the 
membership of the COMTOX was revised (although the organization of expertise remains 
problematic); second, agriculture legislation currently is being drafted to transfer this function 
to within the Food Safety agency. 

The effective separation of assessment and management today is not achieved in the 
area of pesticides. This situation was openly recognized as problematic in 2003 by the head of 
the CET, who regretted “the absence of clear separation of the risk assessment and 
management functions”; the fact that the Agriculture Ministry was reduced to yea-sayer in the 
face of COMTOX decisions; “co-management of risk with industrial partners” (the pesticides 
manufacturing union was a full member of the CET), the “absence of clear management 
doctrine, in particular regarding the criteria for conditional authorization”; and “lack of 
control over experiments on intrants” [CHE2004]55. Following this, the industrial partners 
were excluded from membership56. 

Complaints were heard during the Gaucho and Regent crisis that the Agriculture 
Ministry was the sole competent authority in regard to pesticides (while they do have the 
obligation to consult other ministries). An Environment Minister in 2001 reportedly attempted 
without success to introduce her own services into the Agriculture-based Authorization 
Committee, and later another Environment Minister was unable to obtain an interdiction on 
the use of Gaucho. 

Subsequent to the revision of CET membership, clarification is still needed in regard 
to the organization of expertise. A SAFE FOODS interviewee commented that old-fashioned 
procedures continue to be used, relying too much on individual opinions rather than collective 
expertise. The competence of individual assessors is not questioned, but their ability to 
respond in depth to the huge volume of complex dossiers is judged unlikely. 

The planned transfer of the authorization function to AFSSA means it will benefit 
from the experience acquired there in governance of assessment. The new organ will be called 
ANIV (Agence nationale des Intrants dans la Production végétale).  

Another institutional change of note is the creation in 2002 of an Observatory of 

                                                 
 
55 The CET quotes are taken by us from this indirect source. 
56 A SAFE FOODS interviewee situates the exclusion of industrial partners earlier, in 2001. We have not 
investigated the actual date. 
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Pesticide Residues engaging the cooperation of the Food and Environment Agencies and their 
supervisory ministries. However, an interviewee commented that the Observatory is having 
difficulty getting off the ground because of budgetary restrictions. He interpreted that greater 
pressure of public demand regarding environmental contaminants would be necessary before 
the Observatory would be assigned a high budgetary priority. 

IV.1.6 Evaluations by stakeholders 

The stakeholder input collected during the case study is heterogeneous. 

Pesticide industry 

An industrial stakeholder praised the competence of the actors involved in the 
regulation of pesticides in France, while commenting that strong coordination was needed 
between assessment and management (in order to cut down the time needed for a file to 
complete the authorization process), and judging that the authorization system should benefit 
from more staff (to increase capacity but also, public visibility and weight, including on the 
European level). This stakeholder judges that the French system is “under-dimensioned” in 
comparison to the UK or German systems. 

The stakeholder commented that manufacturers are highly favorable to the creation of 
the Pesticides Residues Observatory. They expect a rigorous laboratory organization relying 
on traceability and surveillance techniques that will allow a representative picture of the 
overall situation to be produced. It is anticipated that such an organization will allow good 
identification of risks that in turn can be taken up by managers to work out better practices 
with manufacturers, distributors, and users. The second anticipated role of the Observatory 
will be as an educational resource. In this connection too, a valid view of the overall situation 
is required, to move away from partial analyses and to foster wise priority setting. In 
particular, risk comparison is desired with other food safety domains (bacteriology, 
mycotoxicology, and other contaminants). 

This interviewee notes that France maintains a high level of surveillance and control 
activities, dealing with a large number of substances, in comparison with other European 
states. This results in a “precise view of the food situation”. He notes the possible perverse 
effect for public perception of the growing sensitivity of measurement instruments: while 
food safety in general is improving, the detection of smaller and smaller levels of 
contamination leaves an impression in the public mind of growing danger. Similarly, he 
judges that control efforts often bear on imported food or target likely infractions, again 
creating the impression that infractions overall are very high. Communication efforts are 
needed to educate and resituate the actual level of risk obtained in France through regulation. 

The manufacturers’ union published an open letter in newspapers in 2004 (in the 
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context of the Gaucho and Regent controversies). They felt that the justification of pesticide 
use was lost in the discourse of danger, and felt it was legitimate to pose the question “why do 
we use plant protection products?”. They felt it useful to justify for example the absolute 
tonnage of pesticides used in France (larger than that employed in other European countries, 
while the ratio of tonnage to farmed land brings use into the general average). We note that 
this communication campaign was highly criticized by the UFC - Que Choisir consumer 
protection periodical [CHE2004]. 

The manufacturers’ union regret that the crisis atmosphere and polarization that reined 
in the context of the Gaucho and Regent affair prevented “all the actors from sitting down at 
the same table” to “constitute overall reflection on the subject” and foster a “scientific 
approach” to evaluating bee mortality (observed as well, this stakeholder comments, in zones 
where the incriminated pesticides were not applied).  

Farmers 

As stated above under point 3, different agricultural formations assessed the Gaucho 
and Regent affairs in different manners. Beekeepers and some farmers’ organizations 
welcomed the outcome (suspension of the products) but still had detailed criticism of the 
entire risk analysis process (we have not reported e.g., the contribution from this quarter to the 
joint AFSSA/AFSSE group described above). Unions aligned with corn growers denounced 
the management decision as politically motivated and economically irrational. 

Managers and Controllers 

A DGAL interviewee points out that while assessment and management must (and 
will) be separated, still the CET or COMTOX should not be condemned out of hand, for it 
does include members and experts who are not affiliated with the Agriculture Ministry. INRA 
members, the interviewee suggests, are under Agriculture Ministry oversight but retain their 
independence as scientists. 

The future role of EFSA as an independent coordinator of phytosanitary risk 
assessment is welcomed because “like it or not, a national representative always ends up 
defending national [economic] interest”. 

“[I]f everyone played the game”, the interviewee judges, today’s regulatory process 
(authorization, use of a safety factor of 100, conditions of use) would be sufficient practically 
to eliminate the human health risk in regard to pesticide residues. The controllers’ role thus is 
to verify the respect of this regulation. 

The DG for Consumer Affairs note that the welcome new focus on surveillance (rather 
than simple control) in the context of the Observatory will entail the need for more sensitive 
laboratory equipment and analyses. This is not without economic consequences. They also 
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reflect on the possible danger related to good performance in the production sector. Cereals 
today in France are largely within MRLs, and an “idiotic” response might be to lower the 
MRL not on the basis of a safety analysis, but simply because it can be achieved. 

Regarding the articulation with Europe, in 2002 the DG for Consumer Affairs 
expressed discontent that while Member States respond to obligations by handing in reports 
of their controls on plant protection products, there was no response in the form of a European 
synthesis of results or guidelines for future controls showing how country reports have been 
taken into account [SAN2002]. 

The new inter ministerial Observatory of pesticides residues, it is believed by 
Ministries, will serve a useful purpose not only on the national level but in providing an 
integrative view of French pesticide use to EFSA. 

IV.1.7 Summary of insights learned 

The safety of pesticide residues is judged by experts in France to be a typical 
candidate for application of the precautionary principle [CPP2002]. The Gaucho and Regent 
affairs offer a textbook example of a highly ambiguous situation in which different 
agricultural sectors had opposed interests and entered the risk analysis process, where it was 
revealed that the blurring of assessment and management functions had led to serious 
dysfunctions in safety assurance. 

One may ask whether the temporary suspension of Gaucho was not primarily a 
symbolic action, in which the public authorities showed their willingness to respond to public 
outrage and fears related to the death of honeybees. This symbolic action may not be the most 
effective and efficient. Options might include a review of agricultural policy (whose 
productionist orientation pushes toward greater use of pesticides), development of alternate 
agricultural practices (low input farming), increased accompaniment and education of users, 
and review of marketing practices in the manufacturing and distribution sectors (which could 
be viewed as “dealers” while repressive controls focus on users). 

The examples quoted in this case study highlight the fact that it is difficult to separate 
the issues of pesticide residues from the authorization phase. During that assessment step are 
generated or centralized many of the scientific data on which residue assessment and 
management subsequently will rely. The authorization phase also shapes the representation of 
exposure scenarios, perhaps in an incomplete manner. Its outcomes in terms of prescribed 
farming practice furthermore effectively determine to a significant extent the real exposure 
conditions that will be found in the field. 

The essential unity of the risk analysis cycle is further demonstrated by the fact that 
cumulative exposure to pesticide contaminants is not restricted to farming intrants. Accidental 
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exposure may occur in the case of industrial accident. This source is difficult to integrate in 
risk analysis. Induced behaviors, like increasing consumption of fruits and vegetables in 
response to nutritional goals, may also affect exposure levels downstream.  

The Committee on Prevention and Precaution highlighted the many knowledge gaps 
and the research instruments needed to achieve effective risk analysis of pesticide residues. 
The Parliamentary Office for Technology Assessment [OPE2005b] in their review of the 
overall health security system called for restructuring that would allow ecotoxicology to 
evolve away from the substance-by-substance, product-by-product approach to attain an 
overall view of cumulative effects, interactions, the full range of exposure pathways and 
operative modes57.  Stakeholders from agriculture, pesticides manufacturing and consumer 
protection have come forward on the public scene. All in all, the French situation indicates 
that pesticides residues would be a valuable candidate for the development of the SAFE 
FOODS integrated risk assessment model. 

IV.2 GM Foods – Allergenicity 

 “Recently a team showed that the toxin Cryl Ac contained in certain Bt plants 
provokes allergic reactions in the mucus membranes and the entire immune system through 
its ability to penetrate the organism after simple contact with the skin. It is an immunogen as 
powerful as the cholera toxin. A Bt strain which causes severe necrosis in man provokes the 
death of mice in 8 hours.” Ceballos, L., G. Kastler (2004) OGM, sécurité, santé - Ce que la 
science révèle et qu’on ne nous dit pas. Paris: Nature et Progrès (quoted in [OPE2005a,  
p.126] and qualified there as “catastrophism far from the facts”). 

“Allergy is the most plausible risk and the one we can best observe. For the other 
risks, we have the impression that we can build lots of catastrophic scenarios that it is 
difficult or even impossible to eliminate. From the scientific point of view, we cannot 
demonstrate a total absence of risk. At the most we can show that [a risk] is non null with a 
certain [level of confidence] and a certain probability of being wrong.” A. Martin, former 
AFSSA DERNS head, in [SEN2003, p. 473]. 

Today no GMO is consumed in direct form. Only derived products have been 
authorized (starches and oils). While allergenicity is the typical concern associated with GM 
food, the most active debate in France centers on overall governance of GMOs. This said, 
control and surveillance mechanisms are already in place. Strides have been made in 
establishing an allergo-vigilance network and a public human serum bank, which will serve 
                                                 
 
57 This specific restructuring proposal does not address the food safety actor, but chemical and industrial risk 
institutes. We cite [OPE2005b] in this context to highlight political awareness of the need for an integrative risk 
analysis approach. 
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beyond the novel food domain. 

IV.2.1 Institutional responsibilities and arrangements 

The CGB (Commission du Génie biomoléculaire) was structured by the 1992 
Environment Code transposing the European directive regarding the voluntary dissemination 
of GMOs. It is a consultative organ to the Environment and Agriculture Ministries. It is 
tasked with environmental and health risk assessment in all cases of voluntary dissemination. 
The CGB is composed of 11 life scientific experts, a jurist, and one representative each from 
industry, farming, unionized workers, the Parliamentary technology assessment office, and 
consumer and environmental defense organizations (these last two slots have been empty 
since resignations on principle in 2003).  

The AFSSA expert panel on Biotechnologies is tasked with risk assessment for human 
or animal consumption of GMO or derived food products. This assessment covers 
toxicological, nutritional and allergenicity issues.  

Field trials are assured by separate scientific organisms (e.g., INRA). 

The Ministry of Agriculture (Sous-direction de la réglementation, de la recherche et 
de la coordination des contrôles, SDRCC) is responsible for drafting legislation concerning 
GMOs and traceability as well as surveillance plans. 

A Biovigilance Committee defined by the Rural Code is tasked with the organization 
of surveillance (see point 2).  

Long term population surveillance has been set up in order to detect possible allergic 
reactions. An “allergo-vigilance network” was founded by a university professor and groups 
250 physicians. It is funded by AFSSA. The operational objective of the network is to give an 
alert in real time of any detection in France of a new allergenic source. The university hospital 
of Nancy where the network head is located is also the site of a human serum bank. A 
parliamentary study recommended that this “sérothèque” be transformed into a national 
reference bank, along with the allergo-vigilance network, under the aegis of AFSSA and the 
InVS [OPE2005b]. 

The Plant Protection Services of the DGAL control conformity with authorization 
conditions. The DGAL controls imported seed stock while the DG for Consumer Affairs 
checks seed stock of French origin for the presence of unauthorized GMOs. 

IV.2.2 Process of regulation 

Community legislation on GMOs is transposed in French law since the early 1990’s. 
The Directive 2001/18/CE foreseeing stepwise authorization on the basis of case-by-case risk 
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assessment frames all proceedings.  

France adheres to the general principles adopted by the Codex Alimentarius on 2 July 
2003 regarding health risk analysis of foods derived from biotechnologies. France was 
particularly active in support for the recognition of traceability as a risk management tool in 
this context.  

Before the introduction of the Novel Food/Novel Feed rules (see point 5) authorization 
requests transited via the CGB. It performed assessment in regard to environmental and public 
health risk and considered a range of exposure scenarios including accidental human 
consumption. All dossiers assessed in the context of directive 90/220 were transmitted to 
AFSSA. The two opinions had to converge in favor for the dossier to be handed up to the 
European level. 

In Senate hearings, the then-director of AFSSA DERNS explained the international 
guidelines to which allergenicity assessment is subject: the transgenic protein is characterized 
to the greatest extent possible regarding the tissue and level of expression, the sequence, the 
resemblance with the equivalent natural protein, post-translation modifications, physico-
chemical characteristics including heat stability and resistance to digestive enzymes. A 
comparison is then made against the bank of known allergens to identify similar sequences. 
The threshold of 6-8 identical amino acids is considered to indicate a significant risk of 
allergenicity. Codex guidelines on allergenicity tests using human serum should allow 
refinement of the assessment. The recommendation to constitute a serum bank was noted 
[SEN2003]. 

Once an authorization is granted, surveillance is assured under the coordination of the 
Biovigilance Committee. The Rural code modified in 1999 foresees reinforced vigilance for 
plant products composed entirely or in part by GMOs. The objectives are: traceability of GM 
seed stock, data collection on the behavior of GM varieties and possible unintended effects, 
guaranteed follow up on possible environmental effects in the case of GMO use on a broad 
scale.  

Regarding the purity of seed stock, industry operates its own controls prior to 
marketing. The DG for Consumer Affairs controls products that have entered the market. In 
2002-2003 controls bore on winter stock (rape) and spring stock (corn, soy and rape). Five out 
of 94 samples showed GMO traces at or below 0.1%. This conformity rate of more than 95% 
is favorably compared with the 60% rate observed in 1999-2000. 

The DG for Consumer Affairs also controls foodstuffs destined for human 
consumption. In 2002-2003 88 establishments were controlled. Anomalies regarded not the 
presence of GMOs but rather, labeling requirements, auto control duties and licensing 
obligations. 
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We note that the allergenicity problem is managed here in a determinist manner, i.e., 
through excluding GMOs from the food bowl. 

IV.2.3 Handling of complexity, uncertainty, and ambiguity 

Ambiguity (regarding GM issues in general) is addressed by detailed proposals for 
handling the evaluation step in risk analysis. These proposals are discussed under case study 
points 5 and 7 (summary) and in Section II.1.4. They concern the organization of an expert 
“section” focused on socio-economic analysis. The French Commission for Sustainable 
Development (CFDD) stated in an opinion that the much-discussed “second circle” for socio-
economic evaluation should be conceived of as a space for public debate on risk management 
and that it should be genuinely representative of concerned publics (cf. [MAR2004]).  

An official government website [www.ogm.gouv.fr] published information concerning 
the allergenicity of GMOs. While recognizing uncertainty, it seeks to reassure readers that  

• the authorization procedure is adapted to eliminate GMO candidates presenting 
signs of allergenicity; 

• GMO research should provide benefits to current allergy victims (substitution at 
term of non-allergenic GM foods for highly allergenic traditional foods); 

• Regulations will make GM foods traceable from farm to fork thereby enabling 
individuals to avoid allergenic foods. 

The site explains that food allergies are becoming more prevalent in developed 
countries. It is not excluded that GM foods may produce allergies but studies at this time do 
not settle whether GM foods are more or less allergenic than corresponding traditional foods. 
Furthermore, if assessment data indicate that a GMO could be allergenic, it is not authorized 
(“which is not the case for numerous ‘natural’ foods”). Research currently bears on 
developing hypoallergenic foods (e.g., a GM peanut that would be safer than traditional 
peanuts).  

The site goes on to explain that “predicting whether a new molecule will be allergenic 
is difficult”. However, it is possible to study the physico-chemical properties of this molecule 
and its resemblance to known allergens.  

Finally the site states that once a food allergy has been recognized and demonstrated, 
the only reliable method for avoiding allergic reactions is to avoid the food. This is why 
traceability and labeling are important to allow individuals to identify foods with the presence 
of the allergen. In conformity with future EC regulations, novel food must be traceable from 
farm to fork. This said, the threshold retained for labeling has not been set in regard to allergy 
risk. 

Mays, Jahnich & Poumadère (2005)  112 



Safe Foods WP5 French Institutional Review v.3 August 2005 

Professor Monneret-Vautrin of the Nancy university hospital told a parliamentary 
hearing that “the surveillance of food allergic risk is legitimate and justified by the growing 
frequency of food allergies. Transgenic foods are just one element among others deserving 
this surveillance, whose rational principles have been laid down. It should not be forgotten 
that this biotechnology will lead to perfecting food materials promising targeted therapeutic 
value, and perhaps, hypoallergenic food” [OPE2005a, p.125]. 

The rapporteur of these hearings recommended that the evaluation of benefits and 
risks be improved in the domain of plant biology. He proposed that the vigilance network and 
serum bank be made official under AFSSA (and InVS) as a service not only to GM-related 
vigilance but to allergy surveillance overall [OPE2005a].  

A SAFE FOODS interviewee from the health sector views that epidemiological 
surveillance should be set up in order to have an early warning system, and that the costs of 
this surveillance should be internalized by the economic operators who create the risk. The 
effort should be European-wide and the GMO consumer cohorts sufficiently large to detect 
effects. In his view this approach has not been considered because the public authorities do 
not have the epidemiological reflex, nor “risk culture” recognizing the need for sensitive 
surveillance to aid in identifying danger and analyzing risk. However, he points out, the 
precautionary principle as it has been incorporated into the French Environmental Charter 
(2004) does encourage this culture. 

IV.2.4 Description of present activities 

Allergy specialist D. Monneret-Vautrin of Nancy proposed to study the risk of cross 
allergenicity when transgenic proteins are mixed with known allergens. Study should also be 
made of how the allergenic potential of transgenic plant proteins may be modified. Such 
studies do require the constitution of a public human serum bank (in response to U.S. 
objections that reliable studies could not be performed if commercial banks were relied upon) 
[OPE2005a]. 

IV.2.5 Changes of procedures within the last 10 years or proposed changes and 
reasons for these changes 

Rules were renewed to improve the functioning, independence and transparency of the 
CGB. External experts, representing complementary domains, act as rapporteurs for each 
experimentation or marketing authorization file. These are no longer designated by the 
petitioner but by the President of the CGB.  

The new rules also stipulate that the CGB opinions will be made public, which was 
already the practice. 
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 The Novel Food/Novel Feed rule as of April 2005 installed a centralized process by 
which all authorization requests transit through the Member State to the European authority, 
which consults the Member as appropriate. Transparency is assured by inviting public 
comments on the European authority’s scientific opinion. 

Today the CGB and the AFSSA have overlapping missions, with the pre-existing 
CGB competent in both environmental and health domains, and the newer AFSSA competent 
only in the human and animal health domain. The idea of rationalizing risk assessment into a 
single organism has been floated.  

The Parliamentary Office of Evaluation of Scientific and Technological Choices58 
[OPE2005a] gives a different vision of restructuring. The idea already current in the 
Agriculture Ministry that the CET or COMTOX (tasked with toxicological risk assessment of 
pesticides) should migrate to AFSSA is taken up again in the context of GMO risk 
governance. It is suggested that these organisms should be fused such that an opinion on the 
toxicity of GM products could be obtained before authorizing field trials.  

It is also recommended that three structures (the Commission on Genetic Engineering, 
the Commission on Biomolecular Engineering or CGB, and the Biovigilance Committee) be 
fused into one in order to handle GMO dossiers throughout their lifecycle (confinement, field 
trials, follow-up). The articulation between AFSSA (including the CET) and this new triple 
commission is not specified (meaning that overlapping responsibilities in risk assessment 
could subsist). “The trial authorizations should rest upon pluridisciplinary expertise, collegial, 
transparent and independent, taking into account the expected benefits and the potential risks. 
The new commission would have two sections: the first technical, basing its opinions on 
scientific knowledge in the fields of genetics and molecular biology, but also in botany, 
population biology, physiology and ecology; the second, socio-economic, whose role would 
be to evaluate the interest of these technologies for society but which would not effect a case-
by-case examination of authorizations. The opinions of this commission would be published. 
Field trials would be authorized under the three principles of precaution, parsimony and 
transparency. It could be considered to extend the competence of this commission to the 
examination of siting” [OPE2005a, p. 293]. 

                                                 
 
58 It should be noted that in France, differing from many other countries, parliamentary technology assessment is 
carried out by members of parliament rather than by professional and scientific staff. (The lack of separation 
between assessment, evaluation, management and policy making could hardly be more complete!) The Office is 
relatively small and the same assemblymen or senators are involved in many dossiers. M.P. Jean-Yves Le Deaut 
is thus a primary author of both [OPE2005a] and the concurrent [ASS2005]. He was also one of the “Four Wise 
Men” consulted by the Ministry of Environment on GMO trials in which a version of the “second circle” of 
socio-economic expertise was proposed [BAB2002]. Recommendations by [OPE2005a] are resolutely favorable 
to the national support of GMO research and development. Sweeping financial and conceptual proposals are laid 
out to support this goal. 
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In the same context, it is suggested that the order of intervention in European 
authorization should be inverted. EFSA should become a “European forum of health security” 
and rely more upon the strengths of national agencies. Authorization dossiers should be 
treated by national agencies before being handed up to the European level. A “safeguard” 
clause would allow any Member State to refuse dissemination on its territory on public health 
grounds, (theoretically) reducing the risk of “worrying” consumers by the emission of 
contradictory opinions by different nations [OPE2005a]. 

IV.2.6 Evaluations by stakeholders 

A SAFE FOODS interviewee from an environmental protection organization offered a 
critical reading of the French GMO risk analysis scene overall (without limiting remarks to 
the issue of allergenicity): 

• Interdisciplinarity is required to perform GMO research, but molecular biology is 
the predominant specialty found. 

• Diversity: In France a dozen experts are found in all forums, and they necessarily 
express the same ideas in all these forums. Environmental and consumer protection 
associations are in a minority position and often ill-perceived, and their viewpoint 
is ignored or rejected. 

• Transparency: study reports that serve as a basis for assessment opinions should be 
made publicly available, but they remain secret. 

• Market: The agrochemical industries become owners of seed stock through the 
patent system, this property can thus become an arm. Nothing is in place to prevent 
their possible future decision e.g., to place pressure on countries to see them adopt 
their agricultural policy.  

• Market (2): The economic interests are enormous and the multinationals are more 
and more powerful. They make politicians believe that they are lagging behind and 
may miss an opportunity. This is the driving force in the GMO domain. 

• Bias. The points summarized above create a dynamic in which authorization 
requests are more likely than not to be accepted. 

• Identifying the dangers: GMOs are uncontrollable and it will be impossible to go 
back; the long term risk to human health is not known.  

• Moratorium: The structures and procedures in place for risk analysis are 
inadequate. There is a rush forward in the processing of dossiers. The better 
solution would be to declare a moratorium on GMO dissemination authorizations 
during which good procedures are defined in a serene and participatory manner. 
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This would be a correct application of the precautionary principle. 

• Risk containment: Greenhouse research may be acceptable at this time, but not 
environmental dissemination. 

• Risk communication: The situation may be called schizophrenic. For the public, if 
a dossier is authorized that means there is no risk. Yet the expert study reports 
underlying the opinion are held secret. 

IV.2.7 Summary of insights learned 

In hearings before a French Senate committee on the economic and environmental 
stakes of GMOs [SEN2003], SAFE FOODS Advisory Board member Gérard Pascal stated 
that guidelines, including those covering GMO allergenicity assessment, would be proposed 
for adoption in the Codex plenary commission of July 2003. These guidelines were a product 
of advanced international discussions. “I am thus quite surprised by the discussion within our 
borders (p. 497)”. 

We have a related sentiment in completing the French case study on GM foods and 
allergenicity. French action today is highly framed and constrained by international law and 
practice. The Novel Food/Novel Feed rules export the issues to the European level. The bulk 
of French debate on GMOs and GM food lies upstream from allergenicity (the most typical 
food safety-related issue). It is difficult to focus a case study on allergenicity because it is so 
embedded in a larger domain, and one so determined by the supra-national level. 

Perhaps most pertinent to this institutional review are the various and sundry proposals 
for reorganization in France. In particular they target the CGB, the disputed assessment 
committee mixing life scientists, stakeholder representatives and civil society. This hybrid 
committee, one of the few on the French food safety scene, is commonly seen to fall short in 
both neutral scientific assessment and serene evaluative discussion. The case-by-case 
scientific assessment approach prevents discussion of broader societal issues, and resulting 
conflict, misunderstanding and frustration have led to the resignation of civil society 
representatives (cf. [BAB2002]). One solution centers on grouping bodies competent in 
environmental or in food-related health risk assessment. An isolated but probably influential 
vision of reorganization would assemble committees to address the lifecycle of dissemination 
dossiers, with one multidisciplinary “section” performing case-by-case risk assessment and 
another section examining overarching socio-economic issues. Toxicity questions would be 
referred to a distinct assessment committee located in the Food Safety Agency. 

The French response to uncertainties regarding GM food allergenicity lies first in a 
deterministic approach (eliminating GMOs from food sources). Secondly, measures (not 
specific to allergy risk prevention) reinforce traceability and surveillance over the long term. 
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Hopes are held out that GMOs will offer benefits in terms of mastering allergy from many 
sources: through the impetus given to organizing surveillance and the constitution of a 
reference serum bank, as well as future therapeutic or dietary applications. 

Detailed information on the larger GMO scene in France, and in particular the role of 
precautionary science, is to be found in [MAR2004]. 

IV.3 Campylobacter 

“The major difficulty with Campylobacter is that scientists lack the data to perform 
assessment as well as they would like. Thus most often it takes the form of ‘the current state of 
knowledge’ rather than risk assessment in the sense of quantification.” (Desk level official, 
DGAL.) 

 “Research-derived methods concerning emergent pathogenic micro-organisms 
cannot, in most cases, be immediately transformed into standards.” (A. Leclerc, Pasteur 
Institute [LEC2005]). 

These quotes show that French assessors and managers are well aware of the world-
wide situation in regard to the limitations of microbiological risk analysis. The FAO and 
WHO initiated work in the area of microbiological risk assessment (MRA) in 1999 at the 
request of Codex. This work is necessary because the application of Good Hygienic Practices 
and HACCP, while they have offered significant progress in the 1990’s, are not always 
sufficiently effective. Converting risk assessment outputs into effective risk management 
strategies has proved to be difficult. MRA is also rendered complex by the fact that the living 
systems under assessment react differently to different conditions. Compounding the 
difficulty is the fact that no minimum infectious dose applies: even a single organism can 
cause disease. Data gaps and the complex dose-response relationships influenced by many 
human and environmental factors further complicate the task59.  

The Campylobacter regulatory scene in France is characterized firstly by exploratory 
work on QRA, and secondly by close relationships between veterinary field inspectors and 
food establishments, centered on risk reduction. 

IV.3.1 Institutional responsibilities and arrangements  

AFSSA has an expert panel on “Microbiology”. The scientific secretariat is assured by 
the DERNS unit on biological risk assessment. In June 2001 the panel formed a working 
group “Campylobacter” to build knowledge about the infection in France and in particular, to 
                                                 
 
59 Based on the Internet presentation of the upcoming (2005) “FAO/WHO Expert Meeting on the Development of 
Practical Risk Management Strategies Based on MRA Outputs” (Kiel, Germany). 
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develop quantitative risk assessment as encouraged by Codex. This working group included 
university and other researchers and members of the relevant Bureaus in the supervisory 
ministries. The group published its study in February 200460 [AFS2004a]. 

Within the DG for Food three Bureaus are concerned with Campylobacter. One is the 
Primary Materials Bureau in charge of the poultry sector. The strategy for this Bureau is to 
push poultry professionals to highlight the Campylobacter danger in their HACCP. The 
second is the Restaurant and Distribution Bureau in charge of regulating good hygiene 
practices. This bureau is particularly attentive to the industrial and social catering sectors. The 
Bureau of Food Monitoring and Alerts coordinates the development of control and 
surveillance plans, carried out by decentralized veterinarian inspectorates. Controllers 
generally go unannounced into the production and catering establishments and verify that 
rules are well applied. Inspections are conducted in a spirit of support and counsel rather than 
repression. 

The CNRCH (National Reference Center for Campylobacter and Helicobacter) in 
Bordeaux leads the campylobacteriosis surveillance effort in France, relying on a voluntary 
network of hospitals and (since 2002) private medical laboratories. The network has 
functioned with the support of the Health Ministry since 1986, and national reference center 
status was received in 1993 and renewed in 1998 and 2002. The CNRCH participates in the 
European Campynet. Data is handed up to international networks via the InVS. 

The InVS (National Institute for Public Health Surveillance) receives weekly bulletins 
on grouped campylobacteriosis occurrences from the CNRCH. Participating in the 
surveillance effort are the Interregional Epidemiological Cells and inspectors from the 
Agriculture and Consumer Affairs Ministries.  

The InVS studies infection risk factors. A current case study project is expected to 
provide input to management measures and possibly, the development of new surveillance 
plans.  

The decentralized health inspectorates of the DG for Health investigate reports of 
campylobacteriosis. The DGS contributes to drafting rules and legislation (see point 4 below) 
and is responsible for risk communication to the consumer. 

IV.3.2 Process of regulation  

 Assessment 

See the discussion under point 3 below. 

                                                 
 
60 Thereby preceding e.g., the German Federal Institute for Risk Assessment study announced in August 2004. 
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Monitoring and alert 

The 1988 inter ministerial circular on Collective Alimentary Toxi-Infections frames 
monitoring and alert. Health inspectors investigate when two or more grouped food borne 
infections are identified, and veterinary inspectors investigate the establishment and food 
products. Collective catering services in the social sector (schools…) must conserve food 
samples for at least 5 days to allow retrospective analyses. Leftover food is analyzed in the 
case of private restaurants or home meals. If the problem is identified as originating farther up 
the food chain the veterinary services follow it up.  

This procedure highlights the importance of rapid follow up of campylobacteriosis 
which is subject to obligatory declaration by health services, physicians and laboratories. The 
InVS announced a 100% declaration objective in 2003. 

The DG for Food triggers an alert when the presence of microbes is observed (rather 
than waiting for averred human illness). In some cases non-conformity will signify 
withdrawal of food from the shelves and public communication. The DGAL prefers when 
possible to urge the enterprise to handle its own communication. This can be a positive move 
for the business that thereby creates an image of hygiene awareness, effectiveness and 
reliability. In contrast, the factual announcement by the DGAL can be “a bit dry”.  

Control and surveillance 

Ongoing control is framed by the Zoonoses directive, in which Campylobacter is 
identified as a major zoonotic germ. At present Member states have a degree of latitude in 
establishing surveillance plans based on a designated matrix/germ couple. Today the DGAL 
centers plans on Salmonella and Campylobacter in chicken, and Listeria in cheese. These 
plans are developed in France at the central level and instructions are sent to the decentralized 
services that perform sampling, obtain laboratory analyses and hand up results documented 
according to a defined format. When a large volume of establishments is concerned, sampling 
is determined by random draw. In the case of less extensive activity, inspectors have latitude 
to choose the establishments they will visit to achieve the correct volume of samples. A more 
formalized sampling frame would depend on a detailed pre-questionnaire to map activity on a 
regional (“departmental”) level; such pre-study has not been carried out. Surveillance plans 
are not always achieved because of funding disruptions. In 2004 credits arrived on the DGAL 
account very late and only the samples that were appropriate for freezing had been stored and 
could be analyzed when funding became available. Campylobacter does not survive freezing. 

The DGAL grants a provisional authorization to food processing establishments which 
denotes their ability to observe Good Hygiene Practices. Follow-up visits check that these 
indeed are put into effect. Given this approach, agricultural and veterinary inspectors do not 
work in a repressive spirit, but rather aim to support and counsel food professionals to help 
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them attain good practice. Inspectors are aware of the significant economic consequences for 
businesses when police power is displayed.  

IV.3.3 Handling of complexity, uncertainty, and ambiguity 

The AFSSA working group “Campylobacter” was formed to deal with the complexity 
and uncertainty inherent in the domain. Following the Codex recommended approach, they 
set out to develop a quantitative risk assessment using the chicken/Campylobacter jejuni 
couple.  

• The hazard identification phase saw work to describe the danger and the 
disease consequences, sketch out vectors of transmission and epidemiology, 
and determine the viability of the micro-organism.  

• A phase of exposure assessment followed, along with dose-response 
assessment. It was here that the lack of data was responsible for large 
uncertainty. 

• Risk factors related to host, environment or microbial strain were investigated. 

• Quantitative risk estimation was attempted. The report furnishes a critical 
review of international QRA attempts to date, and two suggestions for future 
studies: 

o Launch an assessment using an overall model including all elements 
from the start, even if they are reduced to their simplest form; 

o Use Bayesian statistics to facilitate (possibly progressive) integration of 
complex data into the algorithm. 

Because the available data did not allow comparative study of preventive 
interventions, the report presented only general recommendations including: reinforce current 
measures in the poultry sector; public information on avoiding cross-contamination when 
preparing meals; systematic search for Campylobacter in coprocultures. 

Finally, four pages’ worth of research paths were identified, broken down by relevant 
phase: farming, transport, slaughter and transformation, food preparation, human health 
surveillance. Specified as well were general research needs in view of achieving QRA in 
future (e.g., collection of quantitative contamination data throughout the food chain and in the 
environment; identification of markers, etc.) [AFS2004a]. 

The AFSSA working group formed to deal with complexity and uncertainty 
functioned from June 2001 until the publication of its study report in February 2004. Close to 
the end of its tenure, in November 2003, the group also faced the ambiguity associated with 
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Campylobacter risk. The encounter between the working group members (scientists and 
managers) and poultry industry representatives is recounted under point 6 below. 

IV.3.4 Description of present activities 

University thesis research overseen by INRA (National Institute for Agronomic 
Research) has borne on working out Bayesian methods for food risk assessment regarding 
human campylobacteriosis transmitted by chicken meat (2002). 

In 2004, AFSSA’s Microbiology panel was to hear a presentation on possible survival 
forms of Campylobacter, salmonella etc. in e.g., waste water. At issue is whether such 
survival, not yet convincingly demonstrated, might result in underestimating the real level of 
contamination of certain matrices. A decision was to be taken on whether to pursue reflection 
on the potential impact of survival forms on public health [AFS2004b]. 

The DG for Food is setting up a computerized data base in order to automate and 
streamline the process of centralizing microbiological control results. 

The DG for Consumer Affairs conducted a surveillance plan in 2004 to evaluate the 
prevalence of Campylobacter thermophilae contamination of chicken and turkey carcasses 
and intestinal transport by the same species. The prevalence is high61, in concordance with the 
literature (e.g., [AFS2004a]).  

The DGAL and DGS are involved in drafting rules with implications for the handling 
of Campylobacter risk, to take effect on January 1, 2006. These rules will update and integrate 
a large number of Community recommendations and rules that were transposed over time into 
French legislation. In parallel, a set of microbiological risk rules are being drafted for the 
same date. These do not name Campylobacter, but those preparing the rules will take into 
account the AFSSA assessment published in 2004. 

Consumer risk communication will also be prepared in 2005 on the basis of the 
AFSSA report. This is the responsibility of the DG for Health; effective communication will 
rely on cooperation with relays (social security administrations, doctors…). 

IV.3.5 Changes of procedures within the last 10 years  

The EC has initiated a coordinated program for defining surveillance and control 
plans.  

French inspectors announced in 2005 that a report by EFSA is expected which could 
lead the EC to propose Campylobacter standards in certain foodstuffs. 

                                                 
 
61 In 2001 a 70% prevalence of Campylobacter was quoted for the chicken line. 
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The DGAL notes the national trend toward adopting an Anglo-Saxon model of 
transferring responsibility for food hygiene to the operator. 

IV.3.6 Evaluations by stakeholders 

An interviewee from AFSSA recounted how the scientists encountered industrial 
stakeholders and grew in understanding of their position. The poultry industry was extremely 
angered when they learned that the chicken/Campylobacter couple had been studied by the 
AFSSA working group. They learned this when the report was pre-disseminated to the 
industry for comment before a meeting. This meeting bringing together professionals and 
working group members was held by AFSSA in November 2003. There it was explained that 
the assessor did not intend to harm the industry but that the choice of this matrix/germ couple 
for microbiological risk assessment was justified on the basis of epidemiological data. The 
professionals expressed their fear that the report might trigger a crisis, especially in the 
context of the recent aviary flu. They highlighted the paradoxical fact that labeled free-range 
chicken is the most frequently contaminated (being more exposed in its environment than are 
battery chicken). Professionals feared that the quality label system would lose credibility in 
France. AFSSA scientists continued to point to the data, and to the fact that the international 
Codex approach applied pressure to carry out the analysis as had been done.  

During the meeting AFSSA grew more aware of the conflicting discourses: for the 
poultry industry it is unacceptable to write certain facts, while for the scientists they are 
simply facts and as such can be communicated. AFSSA found important the feedback from 
industry representatives who said that the report was insufficiently didactic. On this basis the 
AFSSA added boxes to the text highlighting the important findings and recommendations. 
Safety recommendations to the public were rewritten for clarity, going through all the steps of 
preparation and consumption one by one.  

The decision had been made by the president of the working group not to consult the 
professionals earlier in the project. The rationale was that the group should not be influenced 
in their choice of matrix/germ by the lobby. However, it was recognized that consulting 
farther upstream, before the report was written, would have been more diplomatic.  

According to an interview with a DGAL manager, ministerial members of the working 
group understood industry objections. With the BSE crisis in mind, both groups feared that 
the media would “take a shortcut” and make a unilateral association between 
campylobacteriosis and poultry. In fact, this did not happen.  

Other feedback 

AFSSA is eager to receive control data (in the microbiological and in other domains) 
meaning that they argue in favor of rationalizing control into one entity (today it is distributed 
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across Agriculture and Consumer Affairs). 

The DGAL regrets being excluded from AFSSA expert panel meetings dealing with 
microbiological risk (aside from defined sessions at which administrators’ presence is 
tolerated). In contrast, the Working Group on Campylobacter was seen as a positive 
collaboration. The DGAL felt that it might have been preferable for the working group 
assessment to have been delayed long enough to take into account French case study data on 
risk factors, currently collected by the InVS. 

IV.3.7 Summary of insights learned 

“Campylobacter is a bacterium that poses problems for analysis. We don’t really have 
quantification methods. We can say ‘present’ or ‘absent’. It’s not because there is no 
microbiological standard that there is no measure for protection, because we have (…) a 
whole legislated system of rules and good practices to avoid contamination.” (Desk level 
official, DGAL.) 

“If we had data on the prevalence of human campylobacteriosis directly linked to food 
we’d probably be in a bigger hurry to take action…” (Senior manager, DGAL). Today the 
major focus in microbiological protection in relevant matrices is centered on salmonella. 
Campylobacter is vulnerable to the same temperatures and can be contained by the same good 
practices, so it is indirectly addressed by anti-salmonella efforts. Campylobacter is not an 
emergent risk since it has been known for many years, but the DGAL recognizes that it will 
probably become a center of focus in coming years, and then measures will be set up that will 
necessarily impact food producers. At that time, the familiar problems of benefit and risk 
balancing will emerge in the risk analysis cycle. 

The decision support expected from a clear and effective separation of assessment and 
management today is not available in the case of Campylobacter. Management actions like 
control and surveillance are more productive than assessment activities. They output 
prevalence data to assessment faster than assessment outputs a clear view of the microbial 
context to management. 

In the absence of a data-based standard, we observe a management reliance on a 
symbolic standard. That is the reference to the French rule of 21 December 1979 on 
“microbiological standards that must be satisfied by certain foodstuffs of animal origin”. 
Campylobacter, comments a DGAL interviewee, “can enter into the very general sentence” 
contained in this rule: “Notably, the foodstuffs must be exempt of micro-organisms or toxins 
that are dangerous for public health”. This slim but robust frame is essential to legitimating 
managerial decision. The word of the law is the guide for action. While here the law proves 
proportionate to risk, still management lacks the scientific basis that the risk analysis system 
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was built to obtain. 

An interviewee from the DG for Consumer Affairs referred to the same principle: 

For Campylobacter s., you don’t have any standard. In that case, what do you do? The 
reasoning is pretty simple: C.s. is a pathogen, the products that you place on the market must 
be safe, and so there mustn’t be any pathogen in your product. The reasoning is a little 
primitive but that’s more or less it. In other words, when you don’t have any bacteriological 
standard, you can arrive at a system where you are more rigorous than when you do have a 
standard—which I find questionable on the purely intellectual plane. And we’re often in this 
situation. It’s true for contaminants. More and more, Community regulations are being 
elaborated to set maximum levels etc. But up to now, either we had them or we didn’t. We 
aren’t always in an easy position, we have to lean on (international) scientific opinions and 
so forth but it’s delicate. We lean on general rules, too: you must place safe products on the 
market, it’s the fundamental rule of 178/2002 (which we already had in national legislation). 
(…) Since we’re always judged with reference to texts, we have to apply texts. For us it’s most 
comfortable when we have a text saying “for such and such a contaminant, an additive, you 
have the right to have this much and no more, in such and such a category of food”. (…) You 
have an objective rule, [whose objectivity is bounded by] sampling and testing, of course, but 
a rule you can apply. Otherwise, it isn’t because you don’t have a rule that there is no health 
risk, unfortunately. It’s the case for pathogens, for chemical or microbiological contaminants 
like aflatoxins, for heavy metals. (…) So we find ourselves on difficult legal terrain. – 
Controller, DG Consumer Affairs (SAFE FOODS interview) 

IV.4 Aflatoxins 

"Mycotoxins are carcinogenic, multi-toxic substances present in grains and nuts. The 
doses we are exposed to are sometimes alarming. The only thing that exists to protect the 
consumer is a minimal, lax regulation" (Cécile Soulé, 2001, editorial, L'interdit, 
http://www.interdits.net/2001fev/myco.htm). 

"The European regulation today is the object of lively criticism by the countries 
producing these products, who consider the rule to be an obstacle to international commerce" 
[BLA2001, p. 18]. 

Regulatory activity in the domain of mycotoxins and aflatoxins is highly framed by 
European and international texts. After 1525/98, EC Regulation 466/2001 outlines the 
maximum levels of aflatoxins to be tolerated in European countries in regard to groundnuts, 
nuts in shells, dried fruits, grains and derived products. French Customs and Consumer 
Affairs apply to the letter the sampling rules laid out in Directive 98/53/CE and subsequent 
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modifications, resulting in a high level of rejection of imported foodstuffs. France is seen as 
particularly rigorous (or severe) in this connection. Recall that the last Claviceps purpurea 
intoxication seen in Europe (due to alkaloids present in ergot of rye) took place in France in 
1953. 

Neither risk assessors nor risk managers seem very "excited" by aflatoxins. These are 
recognized as a grave public health risk, but one that is more or less known. "What's more 
difficult to evaluate is the toxicity that can reveal itself over time, to decide what kind of 
exposure [can be tolerated]. It's a question of finding a balanced vision between the risk in 
itself, intrinsic, as it is identified, quantified, and then looking into the exposure of the 
consumer population exposed to that risk. That's when we get into the more complicated 
issues" (DGAL). 

IV.4.1 Institutional responsibilities and arrangements  

The Food and Nutrition section of the CSHPF (French High Council on Public Health) 
participates in monitoring. In 1998 they published an opinion that consisted of a thorough 
documentation of the hazard. They attempted in 1999 to determine the average exposure of 
French people to mycotoxins62.  

INRA (National Institute for Agronomic Research) carries out a great deal of research 
on the conditions of mycotoxin development. At the request of DGAL, INRA collaborated 
over the course of 3 years with food safety agency AFSSA to produce a Total Diet Study for 
the French, looking in particular at mycotoxins, minerals and trace elements (published July 
2004; [INR2004]).  

AFSSA is tasked with occasional referrals concerning the authorization of specific 
foodstuffs (e.g., in 2004 a fruit juice imported from the South Pacific and refused by the 
Danish food safety authority). A self-tasked working group is reviewing the literature on 
mycotoxins (see point 4 below). 

The Ministry of Agriculture (Sous-direction de la réglementation, de la recherche et 
de la coordination des contrôles, SDRCC) is responsible for drafting legislation concerning 
mycotoxins as well as surveillance plans. 

The DGAL carries out surveillance and controls in the plant production and veterinary 
domains. 

National reference centers participate in the European surveillance effort and may 
                                                 
 
62 The CSHPF study in 1999 showed that wheat is responsible for 86% of aflatoxin exposure in France while 
groundnut and pistachio represented only 3-5% of exposure. However this result was firmly rejected on 
methodological grounds by [BLA2001]. 
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perform second-line testing of disputed samples. The laboratories participate in normalization 
activities on the mycotoxin risk and produce certified reference materials. 

The DG for Consumer Affairs (DGCCRF) is in charge of writing and applying 
legislation on the control of import products, and participates in European working groups. It 
carries out the stringent controls on import food (in cooperation with Customs, DGDDI, with 
the primary import control task but who rely on the DGCCRF for their sampling expertise). 
DG Consumer Affairs and the DGAL cooperate in the case of controls on aflatoxin 
metabolites in milk. 

The consumers’ organization "60 Million Consumers" published, in January 2003, the 
results of independent tests conducted by its laboratories on 40 commercially prepared 
breakfast cereals and found "worrisome" levels of mycotoxins. 

IV.4.2 Process of regulation  

A no-threshold model is used for aflatoxins as a carcinogenic substance and the 
philosophy pursued is that of JECFA. The ALARA principle is in force: prevent and reduce 
the prevalence of contamination to the lowest levels possible (considering detection 
instruments) while considering the potential economic impact and above all, without 
abnormally limiting the human food supply. However, for calculating indicative tolerable 
levels, safety factors ranging from 2000-5000 are applied. 

Assessment 

The Total Diet Study described below under point 3 was performed to allow hazard 
characterization and risk characterization and assessment. 

AFSSA performs almost no risk assessment for aflatoxins and mycotoxins. These have 
been known and regulated for a long while, and so the most perceptible action is found on the 
side of management. A Mycotoxins Working Group however is active under a self-referral, 
pulling together everything that is known in the field (see point 4 below). This work is not 
expected to have regulatory impact.  

The case of aflatoxins was pointed to by the Managing Director of AFSSA in our 
interview as a good illustration of what is needed from an expert panel. Two things are 
wanted: pure scientific knowledge and familiarity with the issues and data, and secondly, an 
awareness of the need to deliver useful information to the decision maker. This means being 
able to ask oneself:  "will regulations have or will they not have an effect on the level of 
aflatoxins?"; as well as questions like "are methods well used, are controls well carried out?". 
It's for questions like this "that the Agency was created". The Managing Director pointed out 
that those two elements are what he looks for in general, and ensures—even rewriting if 
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necessary—, before signing and releasing an opinion.  

Good practice 

It is considered that only prevention can progressively diminish the prevalence of 
mycotoxins to a level acceptable for public health. As in the case of Campylobacter, the 
accent is placed on the good practices that can prevent or reduce the prevalence of aflatoxins, 
and the careful definition of critical points in the context of HACCP activities on the 
operators' side (agricultural practices, transport conditions, storage, processing), relying on the 
Codex texts detailing the specific measures to be taken. These publicized measures are to be 
applied mainly outside France, however: aflatoxins are apt to develop in tropical settings with 
high humidity and heat, and there are relatively few found in the products grown in France. 
Still, the organic food line is affected.  

Monitoring and alert 

Alert is handled by the European network RAPEX and the French organs are bound by 
its practices. If the incriminated product has not been placed on the market in France (this is 
mentioned on the product ID sheet distributed by RAPEX) then the French inspectors do not 
mobilize. They do go out for products that are present on the French market. The frequency of 
aflatoxin alerts is relatively high; these are launched at the time of import controls. It is 
observed that foodstuffs that have been rejected at one point of entry are likely to be shipped 
around to a second point of entry, meaning that it is valuable to inform the RAPEX network 
even when food has not penetrated the market. 

The Quality Commission of the Technical Institute of Organic Agriculture (ITAB), a 
producers’ association, conducts voluntary monitoring activities. 

Control and surveillance  

Annual surveillance plans are set up according to European directive 95/38/CE and 
modifications.  

The EC imposes sampling and analysis methods for controlling levels of aflatoxins in 
foods. These are applied by the French DG for Consumer Affairs for e.g., imported nuts and 
cereals. In fact the Customs service formally should be in charge of controls at the point of 
entry into Europe, but they call on DG Consumer Affairs for their sampling expertise.  

The DG for Consumer Affairs is coordinated with the veterinary services of the 
DGAL for the control of aflatoxins in milk. This cooperation is appreciated in terms of cost 
reduction. 

The strategy centers on eliminating identified products before they enter the market. 
Once the foodstuff has entered the commercial chain, however, the attitude is somewhat 
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different. Product withdrawal is very seldom practiced in the case of such long-term exposure 
risk items as aflatoxins (as opposed to acute and immediate risk such as that posed by 
Listeria). "We won't move heaven and earth", admitted the DG for Consumer Affairs. Here 
management has some latitude to identify a proportionate response, rather than triggering an 
automatic response. Only when a foodstuff is approaching a level of some 50% over the 
"standard" or toxicological reference level will withdrawal be performed.  

IV.4.3 Handling of complexity, uncertainty, and ambiguity 

The foremost means of handling the aflatoxin risk is to practice very severe control 
standards. In 1999 France and the Netherlands stood out among European countries for their 
70% rejection rate of Iranian pistachio cargos (against 50% in Germany and 20 % in Spain 
and Italy). The DG for Consumer Affairs mentioned in interviews that "sampling has a very 
considerable weight in detecting mycotoxins" and judges that the imposed procedures are very 
constraining and difficult to apply. "But it has to be done: in any event, we do it." The 
Regulation 466/2001 defines the product/origin couple, and sets the sampling level (from 
10% to 100% of lots: the latter meaning systematic testing of all imports; this is the approach 
followed for Iranian pistachios). "This is a typical example of knowledge-based risk 
management, that is, we have strong suspicions of strong contamination of products from 
certain origins and given that, we reinforce the usual control framework by partial or even 
total control at the entry point into Community territory, before it reaches the market". 

In science journals with relative diverse readership, AFSSA has communicated on the 
reasons why aflatoxin prevalence is growing (evolution of agricultural practices) and has 
expressed the thought that this represents a grave public health problem. In December 2001 
AFSSA organized a public colloquium on “evaluating public health benefits of GMOs” 
including two presentations (by AFSSA and the US FDA) on mycotoxins and their prevention 
through genetic modification of cereals (www.afssa.fr/ftp/colloques/ogm1/04.pdf). 

In July 2004 the first Total Diet Study (TDS) for the French population regarding 
mycotoxins, minerals and trace elements in food consumed "as is" was published by INRA 
and AFSSA. The study was intended to quantify the level of exposure of the French 
population to these components and to serve as a decision tool to the authorities concerned 
with surveillance and control. The standardized Total Diet Study methodology was applied in 
a comparative spirit, and because it provides better exposure estimates than those based on 
extrapolations from contamination levels seen in primary materials (a response to the 
criticized CSHPF study mentioned in point 1 above). 

The results of this TDS were reassuring, for the current diet appeared satisfactory from 
the point of view both of mycotoxicological danger and nutrition. Information provided on the 

Mays, Jahnich & Poumadère (2005)  128 



Safe Foods WP5 French Institutional Review v.3 August 2005 

likelihood of approaching more dangerous levels of consumption, and vulnerable groups 
(children, vegetalians…) were identified.  

The nationally representative sample was 3003 persons participating in the National 
Individuals Food Consumption (INCA) study performed in 1998-99. Their food bowl was 
analyzed. The adult sample comprised 1985 individuals; 1018 children aged 3-14y were 
followed.  

The reference list of foodstuffs for analysis was based on the ranking given to food 
consumption (taking into account regional disparities) developed by CREDOC (France's 
Research Center for the Study and Observation of Living Conditions). Aflatoxins were sought 
in milk, cheese, butter (M1) and dried fruits, eggs and patuline derivatives in apple juice and 
apple products (B & G). The Limit of Quantification (LOQ) in each case respectively was  
0.2 µ/kg (0.02 µ/L) and 1 µ/kg (0.1 µ/L). 

It was found that the risk of exposure over the toxicological reference levels was non-
null for children and vegetalians/macrobioticians. 

The Director General for Food and the DG of INRA pointed out that the French TDS 
would contribute to international reflection. They recommended that the study be repeated 
every 5 years in the same manner as the INCA study is repeated [INR2004].  

IV.4.4 Description of present activities 

 In 2003 the DG for Consumer Affairs participated in European and international 
meetings on the theme of writing legislation to protect against aflatoxins.  

Baby foods were the target of special surveillance in the context of preparing EC 
Regulation 683/2004. In 2003 the DG for Consumer Affairs took 119 samples of food and 
found no levels of mycotoxins that could be characterized as liable to present a risk for 
babies’ health.  

In Spring 2005 the DG for Consumer Affairs launched a control plan centering on 
spices, and in particular on hot pepper in view of the alert notifications of the past months. 
Brazil and India are scrutinized as producer countries. 

AFSSA self-referred an inter-panel Working Group to produce a monograph on 
mycotoxins, including consideration of animal feed and health (aspects not considered by the 
1998 CSHPF opinion). The investigation bears on factors favoring mycotoxin development, 
toxicological properties, analytic methods, effects on animal health and transfer to animal 
tissues, human exposure via plant, animal and processed foodstuffs, and technological risk 
reduction [AFS2004b]. Results were expected in January 2005 but as of July 2005 were not 
available on the AFSSA website. 
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IV.4.5 Evaluations by stakeholders 

An Internet discussion led by "L'interdit", an online "libertarian" journal,  in 2001 
highlighted the apparent paradox contained in the fact that aflatoxins may be more likely to be 
found in organic foods (the paradox lying in the apparent contradiction between this "health 
food" and its carcinogenic contents). The journal noted that it does not systematically 
recommend organic foods and instead steers (in the case of French foodstuffs—imports were 
not discussed) to small local producers who do not practice much storage. The editorialist 
went on then to recommend a traditional breakfast of buttered bread, jam, and fresh fruit juice 
rather than commercially prepared cereals, and advised against consuming lots of fruits and 
nuts at aperitif time before dinner (these are very commonly served). 

The national science museum Palais de la Découverte in April 2003 noted the 
publication by the consumers' union of breakfast cereal tests, and quoted AFSSA as calling 
mycotoxins a "veritable public health problem". The museum wrote that "this dossier should 
no longer remain confidential", pointing out that little information was published to date in 
large-circulation daily newspapers or in most magazines [DEC2003]. 

The DG for Consumer Affairs points out that the new EC regulations concerning 
contaminants are accomplished with little or no consultation of the EFSA or of national 
assessment agencies or authorities. Instead they appear to be based on statistical records. This 
practice raises questions in the DGAL as well. 

IV.4.6 Summary of insights learned 

International documentation suggests that there are different perceptions in different 
countries of the type and level of harm to be brought by the presence of aflatoxins in 
foodstuffs. At two polar ends of the range might be (a) "added cost" for the producers of 
preventive actions (10% of product value according to US peanut growers) and (b) liver 
cancer in humans.  

Among the preventive actions taken on the regulatory level have been rejection of 
huge lots of imported nuts and even embargo on a given country's production. Such actions 
have measurable effects on the world food production economy; the Third World countries 
that have the greatest difficulties in mastering this hazard see their European market share lost 
to Californian crops. European countries differ in their rejection rate of cargo. France's severe 
rejection of Iranian pistachios (with The Netherlands) in 1999 led to the boycott of major 
ports by import/export businesses. The differential application of the common standard 
developed by EC regulation thwarted its economic objective of avoiding trade distortion.  

The differential application results in particular from the interpretation of the directive 
98/53/CE and modifications regarding sampling and analysis. Interviewees from DG for 
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Consumer Affairs were proud of their rigorous application of the plans despite the burden it 
represents (notably, overrunning the capacity of Customs officers, the colleagues tasked with 
this control at points of entry in the EU). They are aware of maintaining an ongoing risk 
prevention action that is little spoken of, even while "the refrain is heard" of how risk is 
increased by the heightened commercial exchanges now in place with China or Turkey. 

Aflatoxins furnish an example of a risk that is well-known, for which little more 
assessment is undertaken. The more complex issues arise in management, when it is time to 
take proportionate measures in the face of uncertainty as to long-term exposure effects on 
health. The Managing Director of AFSSA pointed to this situation as one justifying the 
existence of the Agency: not only pure scientific knowledge is needed, but sensitivity to 
regulatory issues and high competence in regard to validating the control and surveillance 
parts of the risk analytic cycle. It is there, in the surveillance and control functions, that 
perhaps the greatest sense of action lies. A Total Diet Study brings useful exposure 
information and a reassuring sense perhaps of better knowing the true risk to the population. 
Stringent controls bring a sense of constructing an efficient rampart against a danger that, 
once it crosses borders into the market, justifies much less easily an action. 
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V. Conclusions 

V.1 Food safety is part of a larger “health security” system 

In France, food safety is embedded in a larger system of “health security of products 
destined for human consumption” created with the Public Health Code in 1998. “Health 
security” (sécurité sanitaire) is defined as “the set of decisions, programs and actions aiming 
to protect the population against all dangers and risks considered as escaping the control of 
individuals and defined on this basis as coming under the responsibility of and regulation by 
public authorities” [IGA2004] (Tome II, p. 9). It is focused on the regulation of products and 
activities. The notion first appears in legislation with the law of 4 January 1993; the health 
security system is completed with the Public Health Code, or law of 1 July 1998 and the law 
of 9 May 2001. 

Public actors consider that the health security system has been under construction 
since at least 1902 [OPE2005b]. (The food safety system’s origins may be situated in 1881, 
date at which the French Agriculture Ministry and veterinary services were created after an 
epidemic of porcine plague. The phylloxera epidemic destroying France’s vineyard grape 
stock led to the 1905-07 organization of repression of fraud [BES2005].) 

A step-change in legal, societal and conceptual terms however was introduced by the 
HiV-contaminated blood scandal of 1982-85 (with judiciary follow-up in the early 1990’s). 
The scandal brought attention to the dangers of mixing the risk assessment and risk 
management roles. This was addressed by creating medical agencies in 1993. The European 
mad cow crisis then was confirmatory, not triggering. The 1998 system for health security of 
products for human consumption was pressured into being by France’s own series of 
traumatic contamination events outside and inside the food safety domain (HiV-contaminated 
transfusion; high incidence of CJD in youth exposed to contaminated growth hormones in 
1983-88; Listeria epidemics in 1992-93).  

On the positive side, the 1998 reform drew impetus from the success of the medical 
agencies already in place. Furthermore, the national experience of radical change in food 
governance (successful consumer-driven boycott of hormone-fed veal in 1980) created 
consciousness of the role of societal demand in improving food safety.  

“Health security” reflects a systemic notion of public health governance. Reflection on 
how to improve this governance appears to be hazard-based. Proposed major evolutions to the 
organization of health security today center on e.g., a “super agency” that would undertake 
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assessment of product, environmental and worker safety risks [IGAS2005].  

One interviewee (DG for Health) highlights the need for a systemic view in public 
health, a cumulative dose approach rather than a substance-by-substance, sectored approach. 
The same interviewee highlights that a lack of coordination across sectors may be a source of 
inefficiency: water quality is severely regulated to the point that food safety looks "lax" in 
comparison. A second (academic) interviewee takes the same example (water) to point to 
"incoherence" in the health security system. Despite the high regulatory standards for water 
quality, he observes a lack of coordinated follow-though (control, sanction) that would result 
in truly better water. He cites environmental or health crises that stem, in his view, from this 
incoherence among actors. 

Such observations on the systemic character of risk assessment lend support to today’s 
project to create one super agency. 

There is relatively little public discourse, however, on extending the systemic notion to 
risk decision making, i.e., assuring risk-based management practices.  

Today some food safety managers and industry stakeholders point out that there is 
little or no balancing of public health risks in decision-making and resource allocation. They 
attribute this to public perception stakes affecting both administrative actors and political 
actors (strong societal demand for risk reduction in certain high-profile areas). In the food 
safety area, managers suggest that a misunderstanding of the limits of the assessment role 
leads assessors sometimes to emit opinions and recommendations leaving little latitude to 
decision makers, forcing highly cost-inefficient measures to be taken in order to maintain a 
semblance of coherency. Managers and industry representatives mention the difficulties of 
organizing risk communication and education to restore perspective each time a new control 
is announced— for repeated controls appear to signify bad news, even when their results 
show that risk is well contained. 

The SAFE FOODS WP5 “risk escalator” concept suggests that risk balancing is a 
good practice typical of the management of uncertain risks. We found indications of this 
practice in assessor documents. Within AFSSA, self-tasked benefit/risk studies, addressing 
risk transfer, have been undertaken or are planned [AFS2004b]: 

• regarding the real or potential benefits of existing GMOs; 

• by the expert panel concerned with “active packaging” materials in contact with food 

• by the microbiology section, regarding biofilms; 

• by the nutrition section, regarding food enrichment (with attention to phyto-estrogenic 
endocrine disturbance); 

• by panels concerned with water, concerning the addition of metals like selenium. 
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AFSSA notes that the study of additives and auxiliaries is highly framed by 
Community legislation which takes into account efficacy, but “never questions (their) real 
interest or benefit” [AFS2004b]. 

V.2 Risk evaluation remains a “missing link” 

The 1998 reorganization of health security created organs for public health 
surveillance, and food and health products safety. These were set up to respond to the 
principles of assessment, precaution, impartiality and transparency [TAB1994] already 
guiding the 1993 creation of the medical agencies in response to the blood and growth 
hormone contamination scandals. 

Perhaps because food safety is embedded in the health security reform initialized in 
1993, the discourse of “improving consumer confidence” is relatively little heard to justify 
France’s reorganization in this particular domain. Most discourse centers on the effective 
protection of human health, as per the enshrined Codex aim. 

Still, official reports traditionally open with reference to the various scandals that have 
affected public confidence in experts and political decision makers. Analyzing France’s 
contamination scandals, we note that universal alarm and reprobation stemmed primarily from 
the idea that economic considerations polluted the very assessment of risk, as well as over 
influenced decision making. The events revealed that risk governance was highly fragmented, 
across both private and public organs. Private, of course, but especially public decision 
makers appeared to have privileged short-sighted economic concerns while effectively 
denying the grave harm that could result to population health (as an interviewee said, “the 
transfusion personnel were incapable of facing the fact that they were killing the people they 
were supposed to be taking care of”). 

In response to these tragic dysfunctions, the health security system was organized to 
separate assessment and management. However, no effective response has been given to the 
need for risk evaluation. This appears surprising when one considers that socio-economic 
evaluation was a principal dimension of concern regarding the contamination scandals.  

A distinct evaluation function is absent from today’s food safety architecture. This 
means that lack of clarity subsists. Risk managers perceive that the risk assessor sometimes 
oversteps, without transparency, into the evaluation domain. Worse yet, in their view, the 
particular health security focus that has predominated at AFSSA63 means that the assessor 
does not always arrive at the same evaluation as would the decision makers at the supervisory 
                                                 
 
63 Recall that AFSSA’s first Managing Director was formerly a cabinet-level public servant at the Health 
Ministry, whose priorities clearly are different from those of the Agriculture or Consumer Affairs Ministries. 
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Ministries of Agriculture and Consumer Affairs. While food safety managers explicitly 
embrace the Codex objective of protecting human health, the Agriculture Ministry in 
particular also has a mandate to foster France’s economic health. DGAL’s control function 
and philosophy, furthermore, create profound links in practice with professionals in orchards, 
on farms and in meat processing and distribution. A very different perspective on the impact 
of risk management decisions is the result. 

A multi-partite representative organ, the National Council for Food (CNA), exists but 
it is tasked with the evaluation of policy, not risk. Composed of almost 50 food chain 
representatives, it certainly could not respond in real time to case-by-case evaluation needs 
even if its membership did embrace the needed technical skills.  

In the special domain of GMOs, the Commission on Biomolecular Engineering (CGB) 
includes seats for stakeholder representatives who might be able to bring insight into socio-
economic impacts of various scenarios. However, the CGB is tasked with risk assessment. 
Because the CGB works on a case-by-case basis, it has been difficult for stakeholder 
members to raise general issues involving more than one specific application. For this very 
reason, they have left their seats empty. Furthermore, the CGB’s handling of bias is 
questioned. Here too, assessors may be performing evaluation in a covert manner, due to 
unanalyzed ideological positions within the CGB’s life-sciences membership. The 
appointment of one notoriously anti-GMO scientist to the Commission has not had the effect 
of balancing its opinions [MAR2004]. 

While the evaluation function was apparently overlooked during the 1998 reform, the 
need for socio-economic evaluation is recognized. The CNA and other food safety actors are 
actively reflecting on the form that may be given to a future evaluation body.  

The CNA “observes that today the scientific evaluation of benefits, of the risk/benefit 
relationship, and when appropriate risk transfers, is not undertaken by any organism” and 
judges this to be a serious lack. Socio-economic expertise is seen to be useful in many 
situations to weigh and compare management methods “when uncertainty is found not in 
hazard characterization”. The Council “invites the public authorities to formalize socio-
economic expertise and procedures” in order to restore coherence with French positions in the 
international forum on the legitimacy of factors lying outside scientific risk assessment 
[CNA2005]. 

The evaluation concern is not limited to the food domain. Reflection in France on the 
definition and application of the precautionary principle has given a significant place to this 
question. A consensus (confirmed by our interviews) seems to hover over the notion of a 
“second circle of expertise” that would offer for risk evaluation the same guarantees of 
transparency and excellence as have been organized for risk assessment. 
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Questions raised by our interviewees include the following: 

• Who should be tasked with this “second” assessment? Should the CNA be 
transformed? Should AFSSA take on this new role in an explicit manner? Should a 
new body be created? 

• Which disciplines should be represented?    

• Should socio-economic assessment take place in parallel with sanitary risk 
assessment, or come second in sequence? Will the time necessary to conduct each 
assessment “dovetail”? How much time is needed to conduct a socio-economic 
assessment?  

• Should socio-economic assessment be triggered for each risk file or only for high-
profile or sensitive subjects like GMO? 

• How will economic evaluations and societal evaluations be weighted respectively? 
How to take into account perceived costs of radically different orders? 

Today decision makers do take socio-economic and political factors into account, but 
in a non-systematic manner. Various actors highlight the need to introduce transparency and 
method into evaluation, in the same way as has been done for assessment. 

V.3  Food safety has been greatly improved by the system constructed in 
1998 

Comparative statistics indicate clearly that in France, food safety performance has 
been improved in regard to toxicological and microbial contamination issues. Mortality and 
morbidity have dropped markedly in the years since 1999 when the food safety system with 
AFSSA at its center began to function. In particular listeriosis risk, formerly a source of 
repeated crisis, is now regarded as essentially mastered.  

This example may be understood in terms of the SAFE FOODS WP5 risk escalator 
concept. Listeria today provides a “first step” example of a simple risk, requiring only a 
routine approach. Note that food safety managers recognize the vital role here of 
professionals; reducing listeriosis risk depends on their auto-control through the use of 
HACCP. The effective cooperation of individual medical doctors in the field is also required; 
they report instances of food borne illness to the territorial surveillance component of the 
safety system. 

At the high end of the risk escalator in France lie issues like GMO and pesticide 
residues.  
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V.4 Public confidence in food safety governance has improved but there is a 
need for continuing vigilance 

Periodic public perception data gathered from representative national samples by the 
IRSN Barometer [CHA1999; CHA2003; ELJ2005] demonstrate that confidence in food 
safety governance improved in the first 3 ½ years of the new system. In late 2004, however, at 
the 5 ½ year mark, the strong upward trend had ceased. At that time the French public was 
evenly distributed into three groups: those claiming confidence in public authorities for their 
protective actions, those claiming no confidence, and those responding they had “more or 
less” confidence. The belief had diminished that “the truth is told” about food risks.  

Reasonably, one could interpret that confidence rose sharply during the period of 
greatest change in food safety governance. It is more difficult to speculate on why the positive 
results subsequently have flattened or even dipped in France. For instance, stating that belief 
in the credibility of public authorities has regressed to a possibly more “normal level” does 
not give insight as to why the belief that “the truth is not told” concurrently has risen. To 
obtain insight might require qualitative studies such as those undertaken in SAFE FOODS 
WP4. 

The 33% of French residents who profess “more or less” confidence in the food safety 
authorities constitute a large swing group. They might be influenced very easily to withdraw 
their confidence in time of crisis. Undertaking qualitative study of food safety perceptions and 
attitudes in France could help identify which features of authoritative action are well-
anchored, and which are more fragile in establishing public confidence. Such data could help 
orient future institutional design. 

A dynamic of confidence in the food safety system in principle is not restricted to the 
general public. Actors within the system, too, have revised upward their perception of 
France’s capacity to assure food safety. Some interviewees suggested that the pluralistic 
belief in system capacity may become a factor of weakness. Vigilance may drop. A high level 
of coordination among all the parts of the system may be surrendered. Overconfidence in the 
food safety domain may diminish the ability to perceive incoherence in the larger health 
security system. Successful food safety performance may obscure a lack of sustainability in 
risk governance systems overall, as socio-economic evaluation and risk balancing are not 
systematically performed. 

V.5 The organic separation between assessment and management requires 
a high degree of cooperation and coordination 

Among our interviewees one academic observer repeated an opinion he had heard 
from an AFSSA staffer. That staffer reportedly found that the institutional separation between 

Mays, Jahnich & Poumadère (2005)  137 



Safe Foods WP5 French Institutional Review v.3 August 2005 

assessment and management/communication resulted in a lowered level of “dynamism”. The 
staffer reportedly felt that the UK system of a single food authority containing all risk analysis 
functions allowed for exchange that contributed to all parts of the cycle, from improving basic 
research (through better identification of research needs) to fostering communication with 
society.  

Such comments were not heard in our own study. However, interviewees drew 
attention to a number of difficulties created by the separation of the risk analytic functions. 
They welcome institutional separation as a needed response to the historical situation that 
produced the HiV-contaminated blood and other tragic scandals. However, this separation 
does not solve all problems and once installed, it does not run maintenance-free. Indeed, a 
high level of cooperation and coordination are needed to make the risk analysis cycle work. 

Throughout our study we have reported issues and events that demonstrate this point. 
In the area of articulation between the actors of assessment and management, we would recall: 

• Referral questions that demand not assessment, but proxy decision making; 

• Managers locked out of assessor meetings, which both sides (but especially 
managers) sometimes feel as a loss; 

• Opinions reworked by AFSSA directors as they transit from assessors to 
managers and the public; 

• Opinions containing recommendations so strong they force the managers’ 
hand; 

• Opinions released to managers and to the public at the same time, again forcing 
the managers’ hand. 

Some of these problems and issues have been addressed head-on by the actors 
involved. One example is AFSSA’s introduction of quality procedures in referral handling, 
including training by assessors to help ministries and associations better formulate their 
questions. Working groups—an alternative to expert panels when the referral requires a 
detailed scoping discussion and open exploration before scientific assessment can take 
place—are another response. They are evaluated positively by all involved64. 

Food safety actors and observers should not underestimate the time needed to work 
out such problems of articulation, nor the diversity of views on each issue. The example of Q 
Fever in Section I.1.1.2- is an illustration of that diversity. Along with different roles, each 
food safety actor has a different philosophy and different set of targets. A divergence of 
                                                 
 
64 Except by one expert who questioned the fact that the working groups are specially composed by AFSSA 
directors, rather than on the basis of open candidatures. 
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interpretation was found between expert panels and AFSSA directors. The directors therefore 
added strong text to the opinion. Agriculture’s DG for Food found economically 
disproportionate the decisions forced by the rewritten opinion. At the DG for Health, the 
perception was that human health came out a winner, so the desired objective was obtained. 
Beyond this sole example, the philosophies in the field offices of the different tutelage 
ministries are divergent. Veterinarian inspectors have developed a close relationship with 
food professionals and want to protect economic activity at the same time as they assure 
health security. They work hand in hand with professionals in the spirit of continuous, step by 
step improvement. In contrast, Consumer Affairs inspectors readily wield the tools of 
repression. All, however, swear by the same principle of protecting human health. The 
European Community introduces another level of diversity and need for cooperation and 
subsidiarity.  

With these differing pathways to bring together, coordinating instances and forums for 
discussion are needed. Some of the issues could be resolved by clarifying the evaluation step 
as discussed above. 

Mays, Jahnich & Poumadère (2005)  139 



Safe Foods WP5 French Institutional Review v.3 August 2005 

References 

NB: Reports and publications by public institutions have in general been drawn from 
each institution’s website or the official (and virtual) printing office La Documentation 
française. 
 

[AFS2001] Agence Française de Sécurité Sanitaire des Aliments (AFSSA). (November 
2001). Perception de l’AFSSA par le public. Available online : 
http://www.afssa.fr/ftp/afssa/divers/maxicom.pdf   

[AFS2003] Agence Française de Sécurité Sanitaire des Aliments (AFSSA). (Juin 2003). 
Rapport d’activité 2002-2003. Maisons-Alfort : AFSSA. 

[AFS2004a] Agence Française de Sécurité Sanitaire des Aliments (AFSSA). (February 2004). 
Appréciation des risques alimentaires liés aux campylobacters. Application au couple 
poulet/Campylobacter jejuni. Maisons-Alfort : AFSSA. 

[AFS2004b] Agence Française de Sécurité Sanitaire des Aliments (AFSSA). (July 2004) 
Evaluation des risques nutritionnels et sanitaires. Priorités 2004/2007. Maisons-Alfort: 
AFSSA. 

[AFS2004c] Agence Française de Sécurité Sanitaire des Aliments (AFSSA). (December 
2004). Rapport d’activité 2003-2004. Maisons-Alfort: AFSSA. 

[ANC2005] Ancellin R., Berta J-L., Dumas C., Ambroise, M. (2005) Cahier de l'Afssa, n° 1 : 
Nutrition et risques alimentaires. Paris : Textuel, 93 p. 

[ASS2000] Assemblée nationale (2000). Rapport fait au nom de la commission d’enquête sur 
la transparence et la sécurité sanitaire de la filière alimentaire en France. Président Félix 
LEYZOUR, Rapporteur Daniel CHEVALLIER, Assemblée nationale n°2297. Paris : La 
Documentation Française. 

[ASS2005] Assemblée nationale (2005) Rapport fait au nom de la mission d'information sur 
les enjeux des essais et de l'utilisation des organismes génétiquement modifiés. Président 
Jean-Yves Le Deaut, rapporteur Christian Menard, Assemblée nationale n° 2254. Paris: La 
Documentation française, 1148 pages.  

[BAB2002] Babusiaux, C., Le Déaut, J.Y., Sicard, D., Testart, J. (2002). Rapport à la suite du 
débat sur les OGM et les essais au champ. Paris: MATE. 

[BES2004a] Besancon, J., Borraz, O., Grandclement–Chaffy, C. (2004). La sécurité 
alimentaire en crises : Coca et Listeria 1999 – 2000. Paris : L’Harmattan, 293 p. 

[BES2004b] Besancon, J. (2004). Les agences de sécurité sanitaire en France. Revue de 
littérature commentée. Cahier du GIS Risques Collectifs et Situations de Crise, n°2, 
August. Grenoble : CNRS-MSH-Alpes, 244 p. 

[BES2004c] Besançon, J. (Ed.) (2004). Évaluation de l’AFSSA. Étude auprès des publics et 
des personnels de l’Agence. Mars-Avril 2003. Maisons-Alfort : AFSSA. (Annex forming 
part of [AFS2004c]) 

[BES2005] Besançon, J. (2005) “L’Agence française de sécurité sanitaire des aliments : 
rationalisation de l’expertise et régulation des risques”. In Lehellec, C. (Ed.) Risques et 

Mays, Jahnich & Poumadère (2005)  140 



Safe Foods WP5 French Institutional Review v.3 August 2005 

crises alimentaires. Paris : Editions Tec & Doc, collection Sciences & Techniques 
agroalimentaires, pp. 81-108. 

[BLA2001] Blanc, M. (2001) Législation communautaire sur les aflatoxines: incidences sur le 
commerce de l'arachide de bouche et de la pistache. FNA (Food, Nutrition and 
Agriculture), 28, pp. 16-25. 

[CHA1999] Charron, S., Mansoux, H., Brenot, J. (1999). Perception des risques et de la 
sécurité : résultats du sondage d’octobre 1999. Note SEGR 99/116, November. Fontenay-
aux-Roses: IRSN. Available online at: www.irsn.fr. 

[CHA2003] Charron, S., Milochevitch (2003). Perception des risques et de la sécurité : 
résultats du sondage de novembre 2002. Note SEGR 03/19, February. Fontenay-aux-
Roses: IRSN. Available online at: www.irsn.fr.  

[CHE2004] Chesnais, E. (2004). Pesticides: les non-dits des fabricants. UFC - Que Choisir, 
online, dated 27 April 2004. 

[CIR2002] Cellules InterRégionales d’Épidémiologie (CIRE). (2002).  Rapport d’activité 
2001. Paris : La Documentation française. 

[CNA2002] Conseil national de l'alimentation (2002). Avis n°42 sur la pertinence d'un 
inventaire des dangers et d'une échelle objective des risques en matière de politique 
alimentaire, adopté le 19 novembre 2002. Paris : La Documentation française. 

[CNA2005] Conseil national de l'alimentation (2005). Propositions du CNA pour la mise en 
place d'une expertise socio-économique dans le cadre de l'analyse des risques 
alimentaires. Position n° 50 adoptée le 1er février 2005. Paris : La Documentation 
française. 

[CNSS2001] Comité National de Sécurité Sanitaire (2001). Séance du 15 octobre 2001. Paris: 
La Documentation française. 

[CPP2002] Comité de la Prévention et de la Précaution (2002). Risques sanitaires liés à 
l’utilisation des produits phytosanitaires. Paris : Ministère de l’Aménagement du Territoire 
et de l’Environnement. 

[DAB2000] Dab, W. interviewed by Lagadec, P. (2000). “Santé publique: des crises aux 
ruptures” in Lagadec, P., Ruptures créatrices. Paris : Echos, pp.313-334. 

[DEC2003] Découverte (2003) Mycotoxines, une réglementation devenue indispensable. 
Découverte, n° 307, April 2003.  

[DGA2003] Direction Générale de l’Alimentation (DGAL). (Octobre 2003). Bilan d’activité 
2002 - Du champ à l’assiette. Paris : La Documentation Française. 

[DGC2004] Direction Générale de la Concurrence, de la Consommation et de la Répression 
des Fraudes (DGCCRF). (2004). Bilan d’activité 2003. Paris : La Documentation 
française. 

[ELJ2005] El Jammal, M.H., Baumont, G. (2005) Perception des risques et de la sécurité : 
résultats du sondage d’octobre 2004. Note DSDRE/UGR 05/03, February 2005. Fontenay-
aux-Roses: IRSN. Available online at: www.irsn.fr . 

[GIM2002] Gimbert, V. (2002). La Direction générale de l’alimentation face aux risques 
alimentaires : métamorphoses d’une administration. Mémoire de DEA « Action publique 
et sociétés contemporaines », ENS de Cachan, 162 p. 

Mays, Jahnich & Poumadère (2005)  141 

http://www.irsn.fr/
http://www.irsn.fr/
http://www.irsn.fr/


Safe Foods WP5 French Institutional Review v.3 August 2005 

[HIR2001] Hirsch, M. (2001). « L’expertise scientifique indépendante dans un établissement 
public : l’exemple de l’Agence française de sécurité sanitaire des aliments ». In Conseil 
d’État, Rapport public 2001. Jurisprudence et avis de 2000. Les autorités administratives 
indépendantes. Paris : La Documentation Française (Études et documents n°52), pp. 427-
440.  

[HIR2002] Hirsch, M. (2002). Ces peurs qui nous gouvernent. Sécurité sanitaire : faut-il 
craindre la transparence ? Paris : Albin Michel, 295 p. 

[HUB2005] Hubert, P. (2005) “Les acteurs institutionnels, l’évaluation des risques, la 
creation des agences de sécurité sanitaire, les règles de ‘gouvernance’ des agences de 
sécurité sanitaire”. In Lehellec, C. (Ed.) Risques et crises alimentaires. Paris : Editions Tec 
& Doc, collection Sciences & Techniques agroalimentaires, pp. 59-80.  

[HUR1997] Huriet, C., Descours, C. (1997). Renforcer la sécurité sanitaire en France : 
rapport d’information fait au nom de la Commission des affaires sociales à la suite de la 
mission d’information sur les conditions du renforcement de veille sanitaire et du contrôle 
de la sécurité sanitaire des produits destinés à l’homme. Senate Report n° 196. Paris : 
Sénat. 

[IGA2004] Inspection Générale des Affaires Sociales (Vachey, L., Carré, A., Chéreau, Y., 
Deloménie, Y., Gagneux, M., Bouvier, M.) (May 2004) Evaluation de l'application de la 
loi du 1er juillet 1998 relative au renforcement de la veille et du contrôle sanitaires. 
Tome I : Rapport. Tome II : Rapport des experts associés. Paris : Inspection générale des 
finances, Inspection générale de affaires sociales, Comité permanent de coordination des 
inspections, Inspection générale de l'environnement, Inspection générale des affaires 
sociales report number 2004061. 273 p. (Released March 2005) 

[INR2004] INRA (Institut national de Recherche agronome) (2004) Etude de l'alimentation 
totale française. Mycotoxines, minéraux et éléments traces. Paris: INRA and Ministry of 
Agriculture. 

[INV2002] Institut de Veille Sanitaire (InVS). (2003). Rapport annuel 2002.  

[KOU2000] Kourilsky, P., Viney, G. (2000). Le principe de précaution. Rapport au Premier 
ministre. Paris, Odile Jacob. 

[LEC2005] Leclercq, A. (2005) Les methods actuelles permettent-elles de dénombrer et de 
caracériser les micro-organismes tout au long de la chaine alimentaire? In Lehellec, C. 
(Ed.) Risques et crises alimentaires. Paris : Editions Tec & Doc, collection Sciences & 
Techniques agroalimentaires, pp. 213-238.  

[MAA2004] Ministère de l’Agriculture, de l’Alimentation, de la Pêche et des Affaires Rurales 
(MAAPAR). (2004). Rapport d’activité 2003. Paris : La Documentation française. 

[MAR2004] Marris, C., Ronda, S., Bonneuil, C., Joly, P.-B. (2004) Battling with expertise. 
Precautionary Expertise for GM Crops (PEG), National Report – France. EC contract 
QLRT-2001-00034. Ivry-sur-Seine: INRA (Institut national de Recherche agronome). 

[MAR2005] Martin, A. (2005) “Le contexte scientifique”. In Lehellec, C. (Ed.) Risques et 
crises alimentaires. Paris : Editions Tec & Doc, collection Sciences & Techniques 
agroalimentaires, pp. 21-40. 

[MIL2004] Millstone, E., van Zwanenberg, P., Marris, C., Levidow, L. & Torgersen, H. 
(2004) Science in Trade Disputes Related to Potential Risks: Comparative Case Studies. 

Mays, Jahnich & Poumadère (2005)  142 



Safe Foods WP5 French Institutional Review v.3 August 2005 

Technical Report EUR 21301 EN. Seville: EC Joint Research Centre, Institute for 
Prospective Technological Studies. 

[MSF2003] Ministère de la Santé, de la Famille et des Personnes Handicapées (MSFPH). 
Ministère des Affaires Sociales, du Travail et de la Solidarité. (2003). Rapport d’activité 
ministériel 2002.  

[OCD2000] OCDE Secrétariat Général. (Mai 2000). “France”. Aperçu général des 
organisations internationales traitant de la sécurité des aliments. pp. 108-118. 

[OPE2005a] Office parlementaire d'Evaluation des Choix scientifiques et technologiques 
(2005). La place des biotechnologies en France et en Europe. Rapport de M. Le Déaut, 
Sénateur, déposé le 27 January 2005, Assemblée Générale n° 2046 (2004-2005). 

[OPE2005b] Office parlementaire d'Evaluation des Choix scientifiques et technologiques 
(2005). L’application de la loi n° 98-535 du 1er juillet 1998 relative au renforcement de la 
veille sanitaire et du contrôle de la sécurité sanitaire des produits destinés à l'homme. 
Rapport de M. Saunier, Sénateur, déposé le 15 février 2005, Sénat n° 185 (2004-2005). 
Paris: La Documentation française, 280 p. 

[POU2005] Poumadère, M., Mays, C., Le Mer, S., Blong, R. (2005). Dangerous climate here 
and now: The 2003 heat wave in France. Risk Analysis Vol. 25, n° 6. 

[SEN2000] Sénat (2000). La sécurité alimentaire après la loi du 1er juillet 1998 : état des 
lieux et perspectives en France et en Europe. Rapport d’information. Paris : La 
Documentation française. 

[SEN2003] Sénat (2003). Les enjeux économiques et environnementaux des organismes 
génétiquement modifiés. Jean-Marc Pastor. Rapport d’information. N° 301. Paris : La 
Documentation française. 

[SAN2002] European Commission Directorate General for Health and Consumer Protection 
(2002). Report on a Food and Veterinary Office mission to France from 25 February to 01 
March 2002 to evaluate monitoring systems for the marketing and use of plant protection 
products and for residues in foodstuffs of plant origin. DG(SANCO)/8599/2002. Brussels : 
DG SANCO. 

[SET2004] Setbon, M. (2004). Risques et sécurité sanitaire et processus de décision. Paris : 
Elsevier , Collection “Médecine des risques”, 170 p. 

[TAB1994] Tabuteau, D. (1994) La sécurité sanitaire. Paris: Berger Levrault. (Second 
edition, 2002) 

 

Mays, Jahnich & Poumadère (2005)  143 



Safe Foods WP5 French Institutional Review v.3 August 2005 
 

 Annex 1 

Persons Interviewed for the Safe Foods French Institutional 
Review 

A total of 24 persons participated in 18 recorded interviews. 
DATE 

interviewed NAME TYPE ORGANISM, JOB Reviewed 
transcript 

Accepted 
citation 

2005/04/27 APOTEKER 
Arnaud Stakeholder 

Greenpeace, manager 
of the anti-OGM 
campaign 

No65 Yes 

2005/04/05 

BADIN DE 
MONTJOYE 
Thierry; 
GERMAIN Céline 

Desk-level 
officials 

DGAL, Bureau of 
Research and Analytic 
Laboratories; scientific 
and technical oversight 
of AFSSA  

Yes Yes 

2005/02/28 BORRAZ Olivier; 
BESANÇON Julien Experts 

CSO, senior 
researcher; 
doctoral student 

Yes Yes 

2005/03/30 BULTEL Coralie Desk-level 
official 

AFSSA, DERNS, Unit 
of Bio. Risks Ass’t. Yes Yes 

2005/03/24 DAB William Senior 
manager 

DGS, former director 
general Yes Yes 

2005/05/03 

DAUCHET Patrice; 
DILLMANN 
Patricia; 
DUBUS Séverine 

Desk-level 
officials 

DGCCRF, Bureau of 
Consumer Protection Yes Yes 

2004/12/21 DEMORTAIN 
David Expert Doctoral student Yes Yes 

2005/04/21 EVAIN Loïc Senior 
manager 

DGAL, manager of 
Food Safety Yes Yes 

2005/03/30 GALLOTTI Sophie Desk-level 
official 

AFSSA, DERNS, Unit 
of Physics and 
Chemical Risks 
Assessment 

Yes Yes 

2005/04/05 GIRY Éric Desk-level 
official 

DGAL, Bureau of 
Food Regulation and 
Biotechnologies 

Yes Yes 

2005/04/13 GONZALEZ 
Philippe 

Desk-level 
official 

DGAL, Unit of 
Monitoring - Control 
of Phytosanitary 
Products 

Yes Yes 

                                                 
 
65 Because we were late in transcribing this interview. Citations used in report were submitted for review and 
accepted by the interviewee. 

Mays, Jahnich & Poumadère (2005)  144 
 



Safe Foods WP5 French Institutional Review v.3 August 2005 

 

DATE 
interviewed NAME TYPE ORGANISM, JOB Reviewed 

transcript 
Accepted 
citation 

2005/05/02 
HIRSCH Martin; 
FOUREL 
Christophe 

Senior 
manager 
Expert 

AFSSA, former 
director general 
AFSSA, DERNS66 

Yes Yes 

2004/12/22 HUBERT Philippe Expert 
INERIS, manager of 
the Chronic Risks 
Directorate 

Yes Yes 

2005/03/18 KREMER 
Françoise 

Desk-level 
official 

DGAL, Bureau of 
Food Monitoring and 
Alerts 

Yes Yes 

2005/04/12 MICHEL Philippe Stakeholder 

UIPP (Confederation 
of Plant Protection 
Industries), Technical 
Manager 

Yes Yes 

2005/04/27 

MONIER Marie-
Hélène; 
RICHARDIN 
Claude 

Desk-level 
officials 

DGS, Unit of Food 
Risk Management Yes No 

2005/01/14 PASCAL Gérard Expert INRA, scientific 
manager Yes Yes 

2005/04/28 PRADELLE Sylvie Stakeholder 
UFC UFC - Que 
Choisir (consumer 
association) 

Yes Yes 

 
 

 

                                                 
 
66 DERNS = Directorate for Nutrition and Health Risks Assessment 
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Annex 2 

AFSSA Research Laboratories in 2004 

The 2003/2004 Annual Report of AFSSA [AFS2004c] describes its network of 12 
proprietary laboratories (down from 13 laboratories cited in the previous Annual Report 
[AFS2003]; the “missing” laboratory focused on Catering). 

950 persons are employed in the 12 laboratories. They are spread across the French 
territory and cover: 

1. Animal Pathology and Zoonoses (housed with the AFSSA HQ in Maisons-
Alfort near Paris) 

2. Food Quality and Agroalimentary Processes (idem) 
3. Hydrology 
4. Bovine Pathology and Meat Hygiene 
5. Caprine research 
6. Porcine and Poultry 
7. Equine Pathology 
8. Small Ruminants and Bees 
9. Veterinary Medicinal Products and Disinfectants (housed with the French 

Agency for Veterinary Medicinal Products—subsumed in AFSSA—in  
Fougères, Brittany) 

10. Rabies and Wild Animal Pathology  
11. Fish Pathology 
12. Fishery Products67 

The 2003/2004 Annual Report offers the following (apparently cumulative) key 
statistics for the set of laboratories: 

• 252 international peer-reviewed publications, book chapters and books 
• 948 expert reports 
• 233,759 tests and diagnoses completed 
• 166 doctoral theses supported 
• 278 trainees 
• 157 foreign missions (118 in Europe, 39 outside) 

170 agreements were concluded by the laboratories in 2003 (163 within the scope of 
R&D partnerships, 7 offering technical support services). 

                                                 
 
67 Our numbering of the laboratories does not reflect any official AFSSA system. 
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Annex 3 

Text of Response to Call for Tender 

The historic context of food risk regulation and 
management in France prior to 1998 

The regulatory management of food risks in France, like that of other risks to health 
and the environment, has a long history characterized by periodic innovations and yet, 
underlying continuity. 

Systematic risk management emerged early in the 19th century, relying on the 
Colbertian model (persistent from Louis XIV's 17th century), associating the power and 
prestige of the state with that of a scientific elite at its service. The Napoleonic model is 
characterized by a strong emphasis on centralization, empirical development of a risk 
nomenclature, risk-reducing or -mitigating regulation, inspection by a state corps, and 
fragmentation among regulatory sectors. 

In this manner risk management could be performed by the conscientious application 
of an extensive set of rules, slowly built up by feedback from their application. This model 
dominated France's specific regulatory field of food risk management until 1985. Rules 
ranged from those targeting general (microbiological) hygiene (of staff, food manipulations, 
and spaces) to those targeting specific practices and techniques (cold conservation, vacuum 
packing…). Although this traditional model proved its efficiency during the period of 
industrial expansion, it may be analyzed as having stalled technological innovation, and 
locked food risk professionals (in both the private and public sectors) into a passive role not 
conducive to identifying or responding to new risks. 

In the years of preparation for the European Union (1985-1993), the French 
administration proceeded to check and harmonies legislative and regulatory tools. As well, a 
start was made to set up a more open and adaptable system of food risk management, capable 
of responding to the introduction of new technologies and to emergent risks. 

The new approach reflected in fine the EC Directive 93/43, which set fundamental 
objectives for consumer safety, commercial honesty, consumer information and state control. 
Food risk professionals then had the responsibility not to apply rules, but to attain these 
objectives through appropriate means, procedures, or techniques. Self-monitoring was 
achieved through the application of quality control principles. Outstanding impacts in France 
of this new approach included the consolidation of individual and site-based professional 
competencies. Risk management moved away from the paradigm of obeying rules to obtain 
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good results upon inspection by central authority, towards a decentralized model of 
identifying and monitoring risk status. However, in the same way as the traditional model 
relied on the nomenclature and rule system, this model relied on the effective dissemination 
of pertinent scientific knowledge among responsible professionals across the different types 
of sites. It encountered its limits in the context of the BSE crisis, when both risk identification 
and management of the emergent risk in fact took place within the same time frame. 

Among the very first set of administrative responses to this new context, in mid 1996, 
was a ministry-based risk management system. It included components for collecting 
information, identifying, categorizing and evaluating food-related risk events, disseminating 
the information along with guidance in the form of decision trees, and incorporating feedback. 
The system is similar to that already observed inside agro-alimentary enterprises, but was 
transposed to a national or sector-wide scale. Four major risk/event types were posited:  

A. Observed mortal or grave morbid risk (example: Listeria contamination); 

B.  Liability to produce illness or injury (ex: presence of a foreign body); 

C.  Anomalies without immediate risk consequences (ex: small excess of pesticide 
residues); and 

D.  Circulation of information concerning an imaginary risk (rumors).  

This classification shows thus the integration of a more dynamic approach to risk 
management, explicitly incorporating societal factors (e.g. the social amplification of risks). 
Still, however, it cannot respond integrally to all emergent risks, since those are very likely to 
belong to more than one category or even, to transcend them (e.g., BSE belongs to both 
categories A and D, and yet is not well captured by them). The need for an even more 
dynamic instrument of risk monitoring, evaluation and response is clear. 

By 1998, there was a convergent recognition in France (as in Europe) of the need for 
an integrative national system for health and environmental safety. In parliamentary and 
expert reports to the Prime Minister, the recommended paradigm for risk monitoring, 
analysis, management and communication responded to a broad spectrum of factors. Food 
safety institutional arrangements, it was understood, must respond to the scientific, technical, 
administrative, political, economic, societal, cultural and behavioral spheres. As throughout 
Europe, the focus changed from traditional food safety (toxicological and microbiological risk 
status of food articles) to public and environmental health safety in the food domain. (Not 
only the international BSE crisis, but also France's own HiV-contaminated blood transfusion 
crisis of 1992, had contributed to this conceptual shift towards health safety and systemic risk 
handling.) France's Law of July 1, 1998 created three national agencies to address health and 
environmental risk (and notably the monitoring of ingested products - food and medicine) in 
an integrated manner.  
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AFSSA (Agence française de sécurité sanitaire des aliments) saw light on April 1, 
1999. Its missions cover three main areas, the first being risk assessment of food and feed for 
humans and animals, along the entire food chain.  (The other two areas are more closely 
related to a veterinary focus: research on animal health including transfer of sickness to 
humans; evaluation and authorization of veterinary medicines).  This agency is the central 
actor that should be characterized within the SAFE FOODS analytic framework. Pre-existing 
and complementary institutions (INRA, etc.) are also appropriate targets, especially as the 
latter themselves attempt to integrate a more systemic approach, or extend their expertise to 
the governance of food safety in the broad sense.  

Today, at the fifth anniversary of France's new food safety system, is an appropriate 
time to perform a European comparative study of changed institutional structures and 
practices, and to invite members of the institutions, along with policy experts, to step back, 
reflect on the success of the new arrangements and identify desirable directions. 
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Annex 4 

The Paris SAFE FOODS Feedback Seminar 

On June 14, 2005, Institut Symlog organized a seminar in Paris for the SAFE FOODS 
interviewees, many of whom attended. The seminar was also announced nationwide via a 
listserve managed by the National Center for Scientific Research (see e-mail text next page) 
and six persons registered.  

The objectives of the seminar were multiple: to exchange with our interviewees on our 
study and receive their validation, and, to give them knowledge of the Integrated Project of 
which the French institutional review is a part. Two doctoral students travelled from Brussels 
and Lille to attend the seminar as a training experience. 

SAFE FOODS Dissemination Officer Filip Cnudde (U. Wageningen) presented Work 
Packages 1, 2, and 3 in French. Frank Wendler travelled from Maastricht to present the 
European-level institutional review. Both presentations were well appreciated and gave a 
needed international dimension to the proceedings. 

Symlog researchers presented WP 4, 5, and 6. The centerpiece was the presentation of 
our French study under WP5. WP4 and 6 were treated as opportunities to discuss themes 
uncovered in the French study.  

The national announcement and the seminar program are reproduced in the next pages. 
The slide shows on WP5 and WP4, containing specific quotes drawn from the French 
interviews, are appended to this report as portable document files (*.pdf). The full set of slide 
shows and documents are available on the SAFE FOODS website (participants were informed 
of this). 

Participants willingly responded to the invitation to debate, and expressed interest in 
what they learned of the Integrated Project.  

Overall there was a feeling that SAFE FOODS addresses pertinent themes and over 
the next years may form a valuable resource for food safety actors in France. 
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Text of Announcement to National Listserve [risques] Disseminated 2 June, 2005 
 
Séminaire "Analyse des enjeux institutionnels pour une gestion systémique du risque 
alimentaire", séminaire de retour du sous-projet WP5/SAFE FOODS organisé par l'Institut 
SYMLOG le mardi 14 juin 2005 à Paris 
 
Le projet SAFE FOODS ("Promouvoir la sécurité alimentaire par une analyse intégrée des 
risques alimentaires" - www.safefoods.nl) est un projet intégré de la Commission Européenne 
dans lequel sont impliqués 33 partenaires venant de 15 pays européens, de Chine et d'Afrique 
du Sud. Il est coordonné par le Dr. Harry KUIPER et le Dr. Hans MARVIN de l'Institut de 
sécurité alimentaire des Pays-Bas (RIKILT-Institute of Food Safety). 
 
Le sous-projet WP5 porte sur les structures institutionnelles et les procédures conçues pour 
assurer la sécurité alimentaire en Europe. Les objectifs poursuivis sont doubles: 
- Analyser le dispositif européen de sécurité alimentaire de manière comparative (Hongrie, 
Suède, Royaume-Uni, France, Allemagne et niveau européen). 
- Formuler des recommandations à l'attention des gestionnaires des risques. 
 
Le sous-projet est coordonné par le Prof. Ortwin RENN et le Dr. Marion DREYER de 
l'Institut DIALOGIK gGmbH d'Allemagne. C'est l'Institut SYMLOG de France qui a été 
chargé de réaliser l'analyse du dispositif français de sécurité alimentaire. 
 
La journée du 14 juin a pour objectif de présenter les principaux résultats de la recherche 
française et d'approfondir la réflexion autour de thèmes centraux mis en lumière par les 
entretiens conduits entre février et avril 2005 avec des acteurs du domaine (responsables 
institutionnels, gestionnaires et évaluateurs des risques, chercheurs, représentants des 
industriels et de la société civile). Des partenaires de recherche européens seront présents pour 
partager les résultats obtenus dans les autres pays participant au sous-projet. 
 
Participation gratuite.  
 
Programme détaillé, inscription et informations pratiques auprès de Mathieu JAHNICH 
(jahnich@club-internet.fr). 
 
Claire MAYS, Marc POUMADÈRE et Mathieu JAHNICH 
Institut SYMLOG de France 
BP125 F-94230 CACHAN 
Tel : 33 1 4740 0990 

 
Message disséminé par la liste [risques] sous la gestion de: 
---------------------------------------------- 
Isabelle BOURDEAUX              isabelle.bourdeaux@msh-alpes.prd.fr 
GIS Risques Collectifs et Situations de Crise  
MSH-Alpes - BP 47 - 38040 GRENOBLE CEDEX 9       
---------------------------------------------- 
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Program of the Paris SAFE FOODS Feedback Seminar of June 14, 2005 

  9h30 Accueil des participants 

Discours de bienvenue et présentation de la journée.  
Marc POUMADERE, Directeur, Symlog, France. 

9h40 Projet Intégré Safe Foods : présentation des sous-projets 1, 2 et 3. 
Filip CNUDDE, Responsable Valorisation IP Safe Foods,  
U. Wageningen, Pays-Bas. 

10h00 Projet Intégré Safe Foods : présentation des sous-projets 4, 5 et 6. 
Claire MAYS, Responsable de programme, Symlog, France. 

10h15 Questions et remarques. 

10h30 Pause  

10h45 Sous-projet n°5 : premiers résultats pour la France. 
Mathieu JAHNICH, Chercheur associé, Symlog, France. 

Discussion autour du thème « Séparation de l’évaluation et de la gestion des 
risques ». 

12h30 Déjeuner libre 

13h30 Sous-projet n°5 : premiers résultats pour le niveau européen (in English). 
Frank WENDLER, Chercheur associé, U. Maastricht, Pays-Bas. 

Discussion autour du thème « Spécificités nationales et intégration 
européenne ». 

14h45 Sous-projet n°6 : vers un modèle d’intégration. 
Marc POUMADERE, Directeur, Symlog, France. 

Discussion autour du thème « Les trois défis majeurs : complexité, incertitude 
et ambiguïté ». 

15h45 Pause 

16h00 Sous-projet n°4 : représentations sociales du risque alimentaire. 
Claire MAYS, Responsable de programme, Symlog, France. 

Discussion autour des thèmes « Participation de la société civile » et 
« Evaluation socio-économique ». 

17h00 Conclusion de la journée : étapes futures du Projet Intégré Safe Foods.  
Marc POUMADERE, Directeur, Symlog, France. 
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