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COMMISSION STAFF WORKING DOCUMENT 

Fitness Check of the General Food Law (Regulation (EC) No 178/2002) 

1 Introduction 

1.1 Purpose of the evaluation 

Under its Regulatory Fitness and Performance Programme ('REFIT'), the European Commission 

('Commission') has been reviewing existing Union legislation in selected policy fields through ‘fitness 

checks'. Fitness checks aim at keeping current legislation ‘fit for purpose’ by identifying excessive 

burdens, overlaps, gaps, inconsistencies or obsolete measures, which may have appeared over time 

since the Union legislation was first adopted and implemented. 

Our food requires constant attention to ensure its fitness for human consumption; so does our food 

legislation in terms of its fitness to ensure a high level of public health and consumers' interests as 

well as the effective functioning of the internal market. Given the variety and number of EU acts in 

the area of food law, the Commission considered that a "cascade" approach to the evaluation of the 

overall body of EU food law was appropriate.  

To this end, the Directorate-General Health and Consumers of the Commission carried out a mapping 

exercise of all EU food chain law legislation, between November 2011 and July 2013, initiating the 

first phase of a series of evaluations covering the food chain. This mapping was summarised in the 

document, a 'fitness check of the Food Chain' – State of play and next steps ('SWD 2013').1 

On 2 October 2013, the Commission decided to carry out a comprehensive evidence-based policy 

evaluation ('Fitness Check') of Regulation (EC) No 178/2002 on General Food Law ('GFL')2 for the 

entire food and feed sector, under the Regulatory Fitness and Performance Programme (REFIT), 

launching the second phase of EU food chain law evaluations.3  

The GFL Regulation, adopted in 2002, has been selected for a fitness check for a number of reasons: 

it constitutes the foundation of the EU food and feed policy; no thorough impact assessment had 

been carried out prior to its adoption and it has never been evaluated since its adoption; and, last 

but not least, it regulates an economically and socially important sector, the food chain. 

The objective of this Fitness Check is to evaluate whether the legislative framework introduced by 

the GFL Regulation is 'fit for purpose', taking into account the findings of the SWD 2013. The 

evaluation analyses whether the GFL Regulation still achieves its objectives in relation to human 

health, consumers' interests and the internal market and whether it reflects policy trends of today, 

taking into account developments at Union and international level. Being a REFIT initiative, the 

evaluation also examines whether there are any inconsistencies, overlaps or gaps as well as whether 

there is potential for simplification and reduction of regulatory costs and burdens with respect to its 

implementation by means of other EU secondary food legislation in the area of food chain law.  

The findings of this Fitness Check will support the evidence-base of more sectorial evaluations of 

food chain law, which are either currently being carried out or are planned in the near future, where 

relevant.4 These sectorial evaluations will constitute the third phase of the "cascade" approach 

followed to evaluate the overall body of EU food legislation in place. 
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As mentioned earlier, the findings of the present Fitness Check will feed into the pending or future 

sectorial evaluations of other EU secondary food legislation. 

The main data collection tools supporting this Fitness Check on the GFL Regulation cover the period 

2002-2013 in the EU 28 Member States ('MS'), as the main two external studies were carried out in 

the period 2014-2015. With respect to EFSA and for the purposes of the Fitness Check, the 

Commission produced an internal intermediary report which updates the last mandatory evaluation 

of EFSA from 2012 to cover the period up to 2013-2014. Where significant, more recent data 

available has also been taken into account. 

2 Background to the GFL Regulation 

For the purposes of this Fitness Check, the point of reference chosen is the situation prior to the GFL 

Regulation in order to assess the progress made. 

2.1 Baseline (before 2002) 

On the economic front, by 2000, the food and drink industry was already the leading industrial sector 

in the EU, with an annual production worth almost €600 billion, or about 15% of total manufacturing 

output. The EU was considered as the world's largest producer of food and drink products. 

Moreover, the food and drink industry was the 3rd largest industrial employer of the EU with over 2.6 

million employees, of which 30% were in SMEs.9 

On the legislative front, by 2002, the EU had a broad body of legislation which covered primary 

production of agricultural products and production of processed food. It was developing, however, 

from different legal bases in the Treaty, to serve different policy objectives: either the 

implementation of the Common Agricultural Policy (CAP) or the completion of the internal market by 

removing obstacles to the free movement of goods, taking into account international standards (e.g. 
Codex Alimentarius10, World Organisation for Animal Health ('OIE') standards11). The pursuit of a high 

level of protection of human health and consumers' interests was not, however, an explicit 

overriding objective of the EU food legislation. 

EU food law was a patchwork of vertical legislation, which did not share the same definitions, nor 

the same principles and procedures. For example, there was no EU definition of the term 'food'. 

Discrepancies between the different national definitions were negatively affecting the functioning of 

the internal market and the coherence of EU food law.12 Moreover, there was no overarching 

principle at EU level that only safe food and feed may be placed on the market. 

The fragmentation of EU food law and of the responsibilities amongst the Commission services in 

charge of food law aspects resulted also in inconsistencies in the approach followed: for example, the 

rules concerning official controls on live animals and products of animal origin were more detailed 

than the rules governing official controls on food. The Commission had no legal instrument to adopt 

an emergency measure upon its own initiative either for feed or for a processed food of non-animal 

origin originating from one of the MS13, although it was competent to act for food of animal origin. 

Even where such instruments existed, the mechanisms for their adoption were different, resulting in 

overlaps and inconsistencies. This fragmented approach was further complicated by issues of 

interpretation as regards the competence of the Commission to act.14 
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Where implementing powers were conferred to the Commission, decision-making was not 

satisfactory, e.g. disparity of applicable procedures and modalities, involvement of different 

committees (composed of representatives of the MS) on the same topic15, scarce and scattered 

resources, sectorial approach with no holistic view on the entire food chain.16 As such, 

inconsistencies and overlaps occurred. 

Public consultation of stakeholders during the preparation, evaluation and revision of food law at EU 

level was not systematic, but optional. In that respect, two advisory committees composed of 

stakeholders (e.g. trade, industry and consumer groups) had been set up: the Advisory Committee on 

Foodstuffs17 for matters relating to the internal market of foodstuffs; and, the Advisory Committee 

on Agricultural Product Health and Safety as well as certain standing groups attached to it (veterinary 

matters, plant health, animal welfare, feed) for matters covered by the common agricultural policy.18 

Similarly at national level, public consultation was quite variable and highly dependent on national 

traditions and cultures.19 The extent to which Member States provided information to the public on 

food safety matters and the circumstances under which this was occurring was also variable and 

piecemeal.20 This had a negative impact on consumers' trust on food safety. 

The first major food crisis that demonstrated the limitations of the EU food law at that time, as 

regards food safety and the lack of structured risk analysis in the EU decision-making, was the Bovine 

Spongiform Encephalopathy ('BSE') crisis that struck the UK in 1995.21 The BSE crisis, first and 

foremost, had a direct impact on human health: 175 cases of variant Creutzfeldt-Jakob Disease 

(vCJD) were reported in the UK and 49 cases in other countries from October 1996 to March 2011. It 

also resulted, amongst others, on a ban on the export of British beef, which remained in place for 

almost ten years. The EU beef market was pushed to the verge of collapse almost overnight as 

consumers' trust plummeted. In the period 1996-2006, the net cost borne by the EU budget alone for 

the BSE measures implemented was estimated at €6.9 billion.22 This amount does not include the 

costs borne by the Member States themselves (e.g. it was estimated that the net loss to the UK 

economy in the first 12 months after the onset of the BSE crisis was between GBP 740 and 980 

million)23, or the loss in earnings due to the drop in consumption or lost markets, or the impact on 

employment.24 Almost 20 years since the emergency of the BSE crisis, its effects are still not fully 

overcome. 

Given the magnitude of the effects of the BSE crisis, the overall system was heavily criticized. The 

Medina Ortega Report of the European Parliament in relation to the BSE crisis25 identified the 

weaknesses of the existing regulatory framework at that time, which prevented an earlier 

identification that a new animal disease was transmissible to humans: poor internal management 

within the Commission; lack of transparency and openness in the central decision-making 

procedures; an unclear and unbalanced relationship between scientific opinions and political 

decisions; undue weight given to narrow national sectorial interests; poor implementation of the EU 

legal provisions on official controls. For instance, the national and EU (Scientific Committees) 

assessors as well as the EU and national risk managers were not sharing information amongst 

themselves. But most importantly, national governments had made a partial and biased reading of 

the advice and warning of the scientists while obstacles were put in the path of scientists adopting 

more critical attitudes to the inadequacy of the precautions being taken and as such, public health 

concerns were not taken sufficiently seriously in risk management decisions. This was due to the fact 

that scientific advice was not independent from risk management. 26  
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impact on the proper functioning of the internal market, e.g. ban on British beef, bans on Belgian 

produce implicated in the dioxin crisis.   

It therefore became apparent that the Union needed to develop a new coherent legislative 

framework that would strengthen EU food law – especially food safety requirements – and provide a 

strong foundation for the further development of the EU agri-food sector. Such a policy needed to be 

based on a preventive approach which would recognise the inter-linked nature of the food chain. 

In 2000, the Commission published its White Paper on Food Safety37, which announced the revamp 

of the EU food policy with the imminent adoption of the GFL Regulation along with a considerable 

number of new legislative actions to improve food safety standards. It was recognised that the 

effective functioning of the internal market for food may only be achieved if there is a high degree of 

EU harmonisation at all stages of the food chain. 

2.2 Adoption of the GFL Regulation 

The GFL Regulation was adopted in 2002 setting out a comprehensive harmonised legal framework, 

addressed to EU institutions and Member States as well as to FBOs. It covers the entire food chain, 

i.e. all stages of production, processing and distribution of food and feed, including import ('farm to 

fork' approach). It follows a framework approach providing the basis for developing both EU and 

national food law. 

Figure 1: GFL at a glance 

GFL at a glance 

Core objectives 1. High level of protection of human health and consumers' interests 

2. Effective functioning of the internal market 

Common 
definitions 

'food', 'food law', 'food business', 'food business operator', 'feed', 'feed 
business', 'feed business operator', 'retail', 'placing on the market', 'risk', 
'risk analysis', 'risk assessment', 'risk management', 'risk communication', 
'hazard', 'traceability' 

General principles 1. Risk analysis principle 
a. Risk assessment: Scientifically-based process consisting of four 

steps, i.e. hazard identification, hazard characterisation, 
exposure assessment and risk characterisation. At EU level it is 
carried out by European Food Safety Authority (EFSA); 

b. Risk management: Measures to take into account risk 
assessment  as well as other legitimate factors and, where 
appropriate, the precautionary principle; 

c. Risk communication: Interactive exchange of information and 
opinions throughout the risk analysis process. 

2. Principle of protection of consumers' interests 

3. Principles of transparency: Public consultation and public information 
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4. International standards to be taken into account in the development of 
EU food law 

General 
requirements 

On FBOs 1. Primary responsibility of FBOs (compliance and own 
controls) 

2. Safety requirements of food and feed 

3. Withdrawal of unsafe food and feed 

4. Traceability for food safety purposes 

5. Imported food and feed to comply with EU food law 

6. Exported food and feed to comply with EU law or 
requirements set up by the Non-EU importing Country 

On MS CAs Carry out official controls 

Tools for the 
prevention and 
management of 
food crises 

1. RASFF 

2. EU or national emergency measures 

3. General plan for crisis management 

4. Crisis Unit 

Core objectives 

It has two core objectives: (a) a high level of protection of human health and consumers' interests in 

relation to food at all times both at EU and national level; and, (b) the effective functioning of the 

internal market. 

Common definitions 

To meet these objectives, it sets out common definitions to be relied upon in all future EU and 

national food law. A common definition of 'food' and 'food law' was laid down for the first time. 

General principles 

The GFL Regulation establishes certain general principles to underpin all future EU and national food 

law. 

The most important of these is the risk analysis principle, part of which is also the precautionary 

principle. The risk analysis principle consists of three separate but interrelated components: risk 

assessment, risk management and risk communication. These three components are not always 

subsequent phases of a linear 'risk analysis' process (see Figure 2). As regards EU measures, the GFL 

Regulation requires the Commission, the MS and EFSA to cooperate so as to ensure the coherence of 

the risk analysis process. 
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Figure 2: Overview of the risk analysis principle 

 
*PAFF committee: Committee composed of MS Representatives 

a) Risk assessment: Risk assessment at EU level is to be carried out by an autonomous agency, the 

European Food Safety Authority (EFSA), separately from the risk management function of the EU 

Institutions (and mainly that of the Commission). Its primary mission is to provide scientific 

advice at the request of the Commission, Member States and the European Parliament and on its 

own motion ('self-tasks'). Its mandate is broad and covers: all issues impacting directly or 

indirectly on food and feed safety (including the safety evaluation of dossiers put forward for the 

approval of substances); animal health and animal welfare; plant health; human nutrition; and 

GMOs issues. In addition, EFSA is entrusted with the tasks to collect and analyse data linked to 

the safety of the food chain, to provide technical support to the Commission, to identify 

emerging risks and provide scientific support in case of crisis. EFSA is also responsible for 

providing the public with information concerning risk assessments. The GFL Regulation also sets 

out specific provisions on its independence, e.g. EFSA's management board not representing 

national governments, declarations of interests of EFSA's experts and members of its 

management bodies. Other GFL provisions ensure the openness and transparency of EFSA's 

operation, e.g. publication of scientific opinions, declarations of interests being public. Scientific 

cooperation with the Member States is ensured, amongst others, through the EFSA Advisory 

Forum, composed by representatives of the national risk assessment bodies. A more complete 

presentation of EFSA's work is to be found in Appendix 7. The GFL Regulation does not include 

details on how risk assessment is conducted at national level. 

b) Risk management: Risk managers are responsible for taking appropriate measures. To do so, 

they are required to take into account EFSA's opinions but also other legitimate factors and, 

where appropriate, the precautionary principle. The GFL Regulation does not define exhaustively 

the legitimate factors to be taken into account: an indicative list includes societal, economic, 

traditional, ethical and environmental factors as well as the feasibility of controls. To address 

cases where (i) following an assessment of available information, the possibility of harmful 
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effects on health has been identified and (ii) scientific uncertainty persists, the GFL Regulation 

provides that risk managers may opt to adopt provisional risk management measures on the 

basis of the precautionary principle (optional use).38 Risk management measures can take 

different forms varying from information campaigns to bans and withdrawals of products from 

the market. When, however, provisional measures are taken on the basis of the precautionary 

principle, these must be proportionate and must be reviewed as soon as new scientific evidence 

becomes available. In any event, the application of the precautionary principle is part of the risk 

management process and not an alternative to the latter or to the use of risk assessment to 

underpin decision-making. For the development of EU measures in the food chain, risk 

management is entrusted mainly to the Commission, as well as to the Council and the European 

Parliament (EP) in certain cases depending on the subject-matter at issue. The Commission in 

particular is assisted by a single and overarching Committee for the entire food chain, currently 

called the Standing Committee on Plants, Animals, Food and Feed (PAFF)39, composed of 

representatives of Member States, in accordance with the applicable comitology procedures.40 

The PAFF Committee replaced four pre-existing Standing Committees on Foodstuffs, the Standing 

Committee for Feeding-stuffs, the Standing Veterinary Committee as well as the Standing 

Committee on Plant Health as regards regulatory activities relating to plant protection products 

and the setting of maximum residue limits. Its mandate covers the entire food and feed chain as 

well as animal health and plant health issues. As such, it is divided into 14 different sections, of 

which the first one covers issues related to the GFL Regulation. For national measures in the 

same area, risk management is entrusted to the Member States. 

c) Risk communication: It is defined as the interactive exchange of information and opinions 

throughout the risk analysis process as regards hazards and risks, risk-related factors and risk 

perceptions amongst risk assessors, risk managers, consumers, FBOs, the academic community, 

including the explanation of risk assessment findings and the basis of risk management decisions. 

This task is a shared competence between EFSA and the risk managers (EU and MS). Risk 

communication plays an important role in maintaining consumers' trust (especially in light of the 

volatility of consumers' trust in the area of food and feed) as well as in avoiding unsubstantiated 

criticisms of the role of science in decision-making. 

Other general principles include: the principle of protection of consumers' interests, the principle of 

public consultation throughout the decision-making cycle, the right of the public to be informed 

where there are reasonable grounds to suspect that a food may present a risk to health (public 

information) as well as the requirement that international standards must be taken into account in 

the development of EU food law, where relevant. 

General requirements 

The GFL Regulation provides certain general requirements to strengthen compliance in the field and 

prevent food crises. These are goal oriented as they only provide the objective to be achieved and 

not the means. The means are left to the addressees (and in particular to the FBOs), who decide on 

the best way to meet the objective.  

1. The GFL Regulation sets out the primary responsibility of FBOs: they must (a) ensure compliance 

with all EU and national food law that is relevant to their activities and within the businesses 
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Figure 3: Overview of the food chain49 
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Figure 4: Overview of the food chain system with the major EU food-related legislation50 
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2.3 Intervention logic 

The intervention logic of this evaluation is presented below: 
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3 Methodology of the Fitness Check 

This evaluation was carried out as a joint evaluation of the Commission and the Member States, 

through the High Level Group on Better Regulation ('HLG'), composed of national experts from all 

Member States. The Commission has made an effort to gather all available evidence from different 

sources and to ensure the active participation of the whole spectrum of stakeholders in the food 

chain (from industry players to consumer groups and NGOs) both at Union and national level, as well 

as national competent authorities, as elaborated below. The members of the HLG were also invited 

to carry out their own case-studies and consultations so as to complement the present Fitness Check. 

3.1 Method 

To support the evaluation and to build upon the findings of the SWD 2013, the Commission procured 

two external studies in the period 2014-2015: (a) on the general part of the GFL Regulation, i.e. 
Articles 1-21, ('General GFL study')51 and (b) on the RASFF/emergencies/crisis management 

provisions, i.e. Articles 50-57, ('RASFF study').52  

EFSA's operation is subject to a mandatory external evaluation every 6 years, under the GFL 

Regulation. The last external evaluation of EFSA dates back to 2012, which covered the period 

January 2006 to December 2010 ('EFSA 2012 external evaluation').53 As time had elapsed since 2010 

and since the next external evaluation was scheduled for 2017-2018, the Commission proceeded to 

an internal intermediary report of EFSA covering the period up to 2013-2014 to support this Fitness 

Check. The intermediary report updates the EFSA 2012 evaluation, on the basis of input received 

from EFSA and MSs, taking into account the results of the Impact Assessment on the establishment 

of fees for EFSA.54 Where significant, more recent data available has also been taken into account.55 

In the context of the joint nature of the evaluation, the Commission was assisted in the two external 

studies and the internal intermediary EFSA report by the Expert Group on the General Food Law and 

the Working Group on RASFF, both composed of experts from the competent authorities of Member 

States. The HLG has also been invited to attend the meetings of the Expert Group on the General 

Food Law. A wide range of stakeholders has participated in the Fitness Check exercise through the 

special Working Group of the Advisory Group on the Food Chain and Animal and Plant Health. 

Participation in this Working Group was expanded to include stakeholders that are not formally 

members of the Advisory Group to ensure the broadest representation of the interests concerned 

possible.56 

The overall approach to the evaluation was a multi-method analysis to identify quantitative and 

qualitative findings across the actions. Methodologies of each of the external studies were 

individually designed and summarised in the form of evaluation matrixes, setting out assessment 

criteria and indicators for each evaluation question laid down in the relevant Terms of References 

('ToRs') and identifying the appropriate consultation tools and data sources per indicator (both 

primary and secondary sources).57 Throughout the process, the methodology was continuously 

refined.  The outcomes of the different consultation tools (opinions and evidence) were triangulated 

and validated with relevant stakeholders in regular phases throughout the process.   

An inter-service Steering Group on this Fitness Check, composed of relevant services of the 

Commission, was also set up to steer, monitor and ensure the necessary quality of the two external 

studies and the overall process.58 
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Detailed procedural information and a summary of the data collection methods and consultations 

are provided in Appendices 2, 3 and 4. 

3.1.1 Primary data collection 

Primary data collection in the context of the two external studies included surveys, case studies and 

workshops as well as in-depth interviews.  

Surveys 

In the context of the General GFL study, three surveys were carried out: (1) a targeted survey of the 

EU28 Member State competent authorities (MS CAs) carried out between January and March 2015, 

to which a total of 25 MS CAs replied;59 (2) a targeted survey of EU and national stakeholders 

(associations)60 carried out between January and March 2015, to which complete replies have been 

provided by 67 stakeholders61 (fourteen of those replies originated from associations of consumer 

groups and NGOS); and (3) a survey targeting individual companies and more specifically SMEs,62 

which took place between end of March and early June 2015 through the European Enterprise 

Network ('EEN') using the EU survey tool, to which 925 replies were received covering the entire food 

chain.63 Nearly two thirds of the SME respondents were processors and manufacturers of food 

products. The overwhelming majority of the respondents were SMEs (94% of the respondents).64 Of 

these, over a third were micro enterprises,65 nearly another third were small-sized66 and nearly a 

quarter were medium-sized.67 

In the context of the RASFF study, two complementary surveys targeting (1) RASFF national contact 

points ('NCPs') and other stakeholders involved in RASFF and (2) relevant competent authorities in 

the field of food and feed crisis management and relevant stakeholders were carried out between 19 

December 2014 and 27 February 2015. In addition, the Administrative Assistance and Cooperation 

contact points in the Member States, EU and international organisations, organisations of FBOs and 

consumer organisations in the EU were also consulted. In total, 75 national contact points and other 

stakeholders participated in the RASFF survey and 47 competent authorities and relevant 

stakeholders participated in the survey on crisis management. 

Case Studies and Workshops 

In the context of the General GFL study, four thematic case studies on traceability, allocation of 

responsibilities, risk analysis and transparency provisions were carried out in 10 MS in the 2nd quarter 

of 2015.68 The specific thematic case study on risk analysis focused on four specific food sectors: food 

additives, feed additives, contaminants and food contact materials. In those MS, further interviews 

with stakeholders and the relevant MS CAs were also carried out. In addition, two 1-day workshops 

on the basis of detailed Working Documents on those four thematic case studies with stakeholders69 

and representatives of all MS CAs70 were also held. These were followed by written submissions by 

both groups on the basis of Working Documents.71 In the context of the RASFF study, three case 

studies were carried out focusing on the following serious food safety incidents: melamine (2008)72, 

glass fragments in instant coffee (2010)73 and E.coli in sprouts (2011.)74 

Interviews 

Extensive interviews have been conducted with EU-level authorities (including Commission services), 

MS CAs, stakeholders, and with key non EU trading partners (i.e. US, Chile, Brazil, Canada and China). 
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3.1.2 Secondary data analysis 

Desk Research 

The evidence base of the external studies but also of the present Fitness Check was further 

complemented by literature and other external studies. For example, a recent external study on the 

competitive position of the European food and drink industry carried out on behalf of the 

Commission and published in 2016 ('Competitiveness study') has provided, amongst others, relevant 

and useful insight into the impact of the GFL Regulation on the competitiveness of the EU food chain 

vis-à-vis Non-EU Country trading partners. The geographical scope of the Competitiveness study was 

the EU and comparisons were made with the following EU's main trading partners: the U.S, Australia, 

Brazil and Canada. The time periods used for measurement purposes were two: 2003-2007 and 

2008-2012. The most recent years could not be factored into the comparative competitiveness 

indicators, given the timing of data releases by the various benchmark countries and by some EU 

sub-industries at the time of the report.75 Other complementary information included reports from 

the audit and inspection service of Commission's  Directorate-General for Health and Food Safety 

('DG SANTE'), formerly known as the 'Food and Veterinary Office' ('FVO'), Court of Auditors reports 

and the case-law of the Court of Justice of the European Union. 

3.1.3 Public consultation 

No public consultation took place in the context of this Fitness Check. This was because of the 

following reasons: (a) extensive consultations were carried out via surveys, workshops and interviews 

involving MS and stakeholders of a broad range of interests, (b) the draft general results from the 

consultants' work had been shared with MS and stakeholders and had received an overall positive 

feedback as being representative, (c) the dedicated SME consultation had received extensive 

feedback which was in line with the consultants' findings, and (d) the external studies were launched 

in September 2014 and the relevant consultations were finished by May-June 2015, which coincided 

with the transitional period of the Better Regulation package.76 The relevant findings, nevertheless, 

of this Fitness Check will be part of the public consultations in the context of pending and future 

evaluations of other EU secondary food legislation. 

3.2 Limitations 

Limited data on national perspectives of the GFL Regulation 

Despite this evaluation being a joint evaluation of the Commission and the MS, the latter did not 

carry out their own additional case-studies or consultations with FBOs and SMES in particular, to 

complement the evidence base. Therefore, the evaluation has been based on the evidence gathered 

by the Commission solely. This absence of complementary data had a direct impact on the analysis 

of the MS implementation of the GFL Regulation as such, as well as the incorporation of the GFL 

Regulation common definitions, main principles and requirements in national legislation in the 

limited number of non-harmonised areas of food law. 

This limitation was addressed through extensive consultations with MS: for example, in the context 

of the study on the general part of the GFL Regulation, in addition to a targeted survey of MS and the 

four case-studies carried out in 10 MS, a 1-day workshop was carried out on detailed aspects of risk 

analysis and transparency provisions, which was followed by written submissions by sixteen MS 

CAs.77 In addition, given that there are very few non-harmonised areas in the area of food law, the 
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cases resulted in difficulties in the attribution of impacts: (a) difficulty in establishing the causality of 

impacts attributed to the GFL Regulation, (b) difficulty of FBOs in distinguishing costs originating from 

EU food law in general and costs originating from national food law, private standards or contractual 

obligations, and (c) difficulty in identifying the impact of the GFL Regulation at aggregated level on 

trade, given its nature as a general framework. 

These limitations have been addressed through a 'cascade' exercise: By carrying out a comprehensive 

consultation process, evidence was sought from the full range of relevant stakeholders to identify 

areas of GFL that still pose problems. Where stakeholders identified problems, on a systematic basis, 

the available evidence from the consultations was triangulated and balanced with evidence available 

from other sources taking into account, for example, the potential for a partial view or vested 

interest. Moreover, any evidence collected of problems in other EU secondary food legislation has 

been analysed and triangulated to further establish causality between the GFL Regulation and other 

EU secondary food legislation. In terms of the interface between legislation and private standards, 

evidence was triangulated with the outcome of interviews conducted with FBOs and different groups 

of stakeholders along the supply chain (e.g. evidence from food manufacturers on standards 

imposed by retailers vs. evidence from retailers).  

Quantification of costs and benefits 

Data on quantification of costs and benefits has been collected as regards certain well-defined areas. 

For example, EFSA data collection activities have provided relevant information on the prevalence of 

zoonoses, zoonotic agents and food-borne outbreaks, on the surveillance of ruminants for the 

presence of transmissible spongiform encephalopathies ('TSEs'), on the presence of pesticide 

residues in food and on the monitoring of veterinary medicinal product residues and other 

substances in live animals and animal products. Similarly, information has been collected from the 

RASFF annual reports, the RASFF study as regards the costs of RASFF, the EFSA 2012 external 

evaluation report and Court of Auditors' reports as regards the operation of EFSA, as well as from 

reports of the audit and inspection service of DG SANTE (former FVO) and consultations carried out 

in the context of the GFL Regulation study. 

Nevertheless, as stated earlier with respect to the lack of specific objectives and monitoring 

arrangements in the GFL Regulation, it has proven difficult to identify quantitative indicators to 

measure the overall impacts (costs and benefits) of the general principles and requirements laid 

down in the GFL Regulation. In addition, given the breadth of the food chain and the goal oriented 

provisions of the GFL Regulation, which imposes little direct costs and burden on businesses, a 

comprehensive analysis of regulatory burden could not be fully carried out, as the latter presupposes 

sectorial and company focus. Quantification of benefits for consumers and public health in economic 

terms also requires a case-by-case analysis.  

The mitigating measures taken were to identify at least the categories of costs or benefits involved 

and their relative importance. In terms of analysis of costs, the focus was to explore whether FBOs, 

and particularly SMEs, raise any specific concerns on costs, to identify the most burdensome cost 

categories and to evaluate where they stem from, i.e. the GFL Regulation, other EU secondary food 

legislation, national legislation, contractual relationships or from private standards. In cases of 

absence of suitable data, a qualitative analysis was used on the basis of the extensive interviews and 

consultations. Throughout the entire analysis, collected information was verified and triangulated 

with other evidence, including studies on how the EU performs on food safety related matters 
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limited consultation of EFSA during the EU legislative process have reduced EFSA's capacity to 

adequately plan its workload and, consequently, reallocate its resources. Indicatively, some 

stakeholders have considered that the EU legislators, while approving new EU food legislation, seem 

to hardly consider their impact on EFSA's work, without modifying the resources at their disposal.105 

The progress made on the delivery of scientific outputs, namely scientific opinions (generic opinions 

on public health issues and opinions on authorisation dossiers submitted to EFSA for safety 

assessment), statements and guidance, scientific reports and, in the sector of plant protection 

products, reasoned opinions and conclusions on plant protection products' peer review, is reflected 

in Table 2. Since its creation, EFSA has delivered approximately 4,500 scientific opinions. In addition, 

in the period 2007-2014, it has delivered 60 self-tasking opinions. 

Table 2: Number EFSA scientific outputs* 2006-2016 

Year 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 

Total outputs 
delivered  

174 283 489 636 565 658 678 607 651 602 481 

Linked to 
authorisation 

dossiers 
130 180 292 492 399 472 434 380 340 306 321 

*A scientific output can reply to one or several questions.  

Overall, the timeliness in the provision of scientific outputs has improved over the years: from 59% 

in average in 2006 to 80% in 2014.106 While the timeliness is satisfactory in the areas of general 

public health questions and data collection (98% and 85% respectively in 2014), it is more 

problematic in the area of authorisations (other EU secondary food legislation): 77% in 2014, with 

the area of MRLs on plant protection products scoring only 58% in the same period.  

Those delays are linked to the peaks of dossiers mentioned earlier (e.g. MRLs on plant protection 

products, health claims, reviews of existing authorisations) and long and frequent 'stop-the-clock' 

procedures.107 Indeed, the increasing workload of EFSA has determined a backlog, which at the time 

of the EFSA 2012 external evaluation corresponded to 1131 outputs in terms of questions classified 

as 'work in progress' (i.e. 11.5% of requests received in the period 2006-2011), while for 256 dossiers 

EFSA had 'stopped the clock', asking for additional data to be provided.108  

EFSA has overtime reduced its number of backlogs and 'stop-the-clock' procedures in most sectors. 

Nevertheless, from May 2012 to June 2015, the number of overdue scientific opinions was still high 

in the area of plant protection products (PRAS) sector (see Table 3), while the number of 'stop-the-

clock' procedures remained high in the feed additives sector (FEED) and significant in the area of 

GMOs and it has even increased for food improvement agents (FIP) (see Table 4). 
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Table 3: Evolution of overdue requests (May 2012- June 2015) 

 

Table 4: Evolution of 'stop-the-clock' procedures 

 

The volume and context of the application dossiers to be processed as well as the fact that different 

regulatory procedures for these risk evaluations are defined in other EU secondary food legislation 

(and not in the GFL Regulation) with different requirements in terms of deadlines, flows and 

criteria109 have challenged EFSA considerably in terms of processing the relevant requests.110  

Long 'stop-the-clock' procedures on authorisation dossiers hamper quick access to the market for 

industry since they de facto extend the legal deadlines for the assessment of authorisations. This is 

the case in particular, in the period 2012-2014 for some categories of feed additives, where the 

average number of days for assessment was estimated at 542 days (stop-the-clock delays included) 

vs.  191 days (without stop-the-clock delays), for food contact materials where the average was 
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estimated at 583 days (delays included) vs. 399 days (without delays) and for nutrients sources 

(NUTRI) where the average was estimated at 502 days vs. 389 days (without delays). However, in 

other areas such as in food additives where an increase in the number of 'stop-the-clock' procedures 

has been observed, the delays attributed to 'stop-the-clock' procedures are more limited: 673 days 

(stop the clock delays included) vs. 644 days (without delays).111 According to industry estimates, the 

risk analysis process globally in the area of feed additives takes around two years ideally, while for 

some innovative products it may take three to four years or more, due to 'stop-the-clock' 

procedures.112 

Although the 'stop-the-clock' procedures are often justified and useful allowing the applicants to 

complete their dossiers and provide supplementary information, some of the resulting delays are 

partly attributed to lack of an early dialogue with the applicants.113 Since 2012, EFSA has put 

corrective actions in place to improve communication with the applicants (e.g. application desk unit, 

catalogue of services to applicants, info sessions and work shop helping applicants for the submission 

of their dossiers, better involvement of stakeholders in the guidance on authorisations etc.); 
however, certain delays still persist. 

EFSA has a good track record in responding swiftly to demands in crisis or emergency situations. In 

the period 2006-2013, there were 13 Commission requests for urgent scientific support. On average, 

EFSA provided its scientific assessment in 2-3 days in simple cases, 8-14 days in more complex cases 

while in three cases, it responded in 27-30 days with one specific case which took 46 days. 

The quality of EFSA's scientific advice is highly dependent on the quality of its experts, of the 

evidence used and of the methodologies employed in its risk assessment. EFSA thus selects the 

members of its Scientific Committee and Panels and of the related working groups in a transparent 

way and on the basis of their excellence and independence. EFSA ensures multi-disciplinary expertise 

in the relevant Panels and working groups, given that scientific issues are often complex and 

therefore the input of different scientific disciplines is indispensable. EFSA has also created additional 

Panels114 to reinforce its expertise and has now 70% of its staff devoted to scientific activities, 

resulting in an increased support for the work of the EFSA Panels (e.g. specific EFSA units focusing on 

risk assessment methodologies, data collection and analysis). 

The evidence that EFSA uses in its scientific processes come from different sources, since it is 

important to take all relevant evidence into account. Amongst others, EFSA relies on data collected in 

collaboration with MS and stored in the EFSA data-warehouse.115 For instance, EFSA collects EU 

quality data on food consumption habits and patterns from across the EU to assess how exposed 

people or specific population groups are to potential risks in the food chain. In a similar vein, it 

collects data concerning the level of microbiological contamination of the food chain, of chemical 

contaminants, of pesticides as well as of veterinary medicinal product residues. New data collection 

activities also include molecular typing of food-borne pathogens to support epidemiological 

investigations of food-borne outbreaks in collaboration with the European Centre for Disease 

Prevention and Control ('ECDC')116 and data on food composition to support reference dietary 

values.117 All these data collection activities have enhanced the robustness of ESFA's work and 

bolstered its scientific basis. Compared to the pre-2002 situation where in particular food 

consumption data were almost non-existent or where only available at national level, these were not 

harmonised at EU level, EFSA has made considerable progress. 
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Other sources of evidence are data from experimental studies submitted to EFSA by FBOs as part of 

the authorisation processes as well as data from external data holders (e.g. World Health 

Organisation ('WHO')). Literature reviews mapping all the available scientific studies on a given issue 

constitutes another important source of evidence for EFSA's work. Specific tools and methodologies, 

in line with international standards, are in place in the EFSA risk assessment process. Further 

methodologies are also applied by EFSA to weight evidence in a systematic, consistent and 

transparent way within its risk assessment processes. 

EFSA continuously improves its Quality Management System ('QMS'), which includes a quality circle, 

an external review and a customer feedback system with the Commission and the MS. In 2014, all 

randomly selected EFSA opinions were found to be 'fit for purpose'.118 In 2015, the External Review 

Working Group provided a positive opinion on the revised Quality Assurance System for Science 

developed by EFSA119 and in 2016 EFSA obtained the ISO 9000:2015 certification120 for its QMS.  

Overall, EFSA's scientific outputs and especially scientific opinions have been accepted in a 

consensual way by both the mainstream scientific community and the national risk assessment 

bodies. This is facilitated by a high level of involvement of MS in EFSA. EFSA cooperates with the MS 

through its Advisory Forum, composed of all national risk assessment counterparts of EFSA and 

chaired by EFSA, and its 19 sectorial networks and working groups. In addition, a network of national 

scientific bodies ('Article 36 network') is established to support EFSA's scientific work. The 

cooperation is supported through the allocation of grants and procurements. The close cooperation 

with MS ensures the sharing of scientific data, methodologies and information concerning risks 

linked to food and feed, establishing a common information base for all risk assessors both at EU and 

national level. It thus promotes a mutual understanding on risks, minimises the risk of duplications 

and limits potential divergent views. Indeed, from a total of more than 4,500 scientific opinions, 

divergences of scientific opinions between EFSA and national assessment bodies have emerged only 

in 11 cases, seven of which were solved directly at the level of the Advisory Forum. Scientific 

divergences have only been confirmed in four cases, two of which concerned the same substance. 

Nevertheless, as those two concerned a politically sensitive matter, they attracted considerable 

public attention.121 The finances dedicated to the outsourcing of EFSA's tasks to national risk 

assessors are considered by the MS122 as relatively low (€10 million per year, 13% of EFSA's total 

budget).  

The governance and structure of EFSA as laid down in the GFL provides for the separation of risk 

assessment from risk management as well as the separation between EFSA's scientific work and 

EFSA's strategic management. In contrast with other EU agencies, such as the European Medicines 

Agency (‘EMA’) and the European Chemicals Agency (‘ECHA’), MS do not appoint members of its 

Scientific Panels. Membership in EFSA’s Scientific Committee and Panels and their Working Groups is 

subject to a call for an expression of interests, to which experts including those employed by national 

scientific bodies, such as national risk assessment agencies, academia and public research bodies, 

reply on an individual and voluntary basis. If selected, those experts remain permanently employed 

by their national bodies, but contribute to EFSA's scientific work. This implies that the national 

scientific bodies employing them allow them to spend part of their work time in EFSA. Nevertheless, 

the current governance of EFSA is not in line with the Common Approach endorsed by the European 

Parliament, the Council and the European Commission on decentralised agencies in 2012.123 
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Members of EFSA's bodies as well as experts are required to make annually a declaration to act 

independently as well as to provide declarations of interest (annual, specific and oral) indicating the 

absence of any interest prejudicing their independence.  

EFSA's independence is regularly scrutinised (Court of Auditors,124 European Ombudsman,125 

European Parliament ('EP')126) and there is a good record of implementing the recommendations 

made. The special report No 15/2012 of the Court of Auditors on the management of conflicts of 

interest in selected agencies concluded that "of the selected Agencies, [European Medicines Agency] 
and EFSA have developed the most advanced frameworks for declaring, assessing and managing 
conflict of interest dealing specifically with industry-related risks".127 EFSA regularly revises and 

refines its policy. In June 2017, EFSA adopted a revised independence policy to further strengthen its 

impartiality and protection against improper influence.128  

EFSA has been highly transparent since its early days of operation: all EFSA scientific opinions and 

reports, agendas and minutes of meetings, declarations of interest, mandates and most of the 

scientific studies and data underpinning EFSA's opinions are published on EFSA's website. It is the 

only agency having public meetings of its Management Board. Additional progress on openness has 

been made: the plenaries of its Scientific Committee and Panels are open to the public, major draft 

scientific opinions are submitted to public consultation, and the hearings of experts by EFSA panels 

are more systematic. EFSA's policy of open data is making the scientific evidence used in the opinions 

accessible to the public, except for confidential data.   

Despite overall progress on the independence and transparency of EFSA's work, these remain 

sensitive issues in terms of perception and the stakeholders still have different points of view. In 

particular:  

NGOs (supported by some members of the European Parliament and some MS) still call for more 

stringent rules as they advocate that any link with industry must be considered as a conflict of 

interest. They advocate that EFSA experts should be excluded from any link with food industry 

funding, including private-public partnerships or food industry funding in areas different from the 

ones the experts contribute to. Nevertheless, other stakeholders (including some MS) consider that 

the rules on EFSA’s independence are already too strict and that there is little room to implement 

more stringent rules without jeopardising EFSA’s access to high quality expertise, in particular 

because of the trend for private/public partnership in science. EFSA has recently adopted a new 

independence policy providing for a two-year cooling off period on managerial, employment, 

consultancy activities, memberships in scientific advisory bodies undertaken by its experts with legal 

entities pursuing private or commercial interests, which partly addresses some of these concerns. A 

similar cooling off period is also applicable with respect to research funding from legal entities 

pursuing private or commercial interests.129 

Certain NGOs also criticise the fact that EFSA bases its risk assessment of authorisation dossiers on 

industry studies. Under the current legislative framework and in line with the primary responsibility 

principle, the burden is on the FBOs to prove that the products intended to be placed on the 

market comply with EU safety requirements, given the scientific knowledge in their possession.130 

This is further elaborated in the EU secondary food legislation providing for the modalities of the 

different authorisation procedures. The same legislative approach is used regularly in all 

authorisation systems in the EU in other fields, e.g. EU chemical authorisations131 and EU 

pharmaceutical authorisations, 132 but also in other jurisdictions, e.g. Canada. It is based on the 
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premise that public health is better protected when the burden is on the industry to prove that a 

particular food or feed is safe prior to its placing on the market, instead of the public authorities 

having to prove that it is unsafe.   

Therefore, reversing altogether the burden of proof, i.e. to be imposed upon EFSA to carry all 

necessary studies to prove the safety of a food or feed, could jeopardise the high level of protection 

of consumer health achieved to date. Moreover, if the burden were to be reversed, EFSA – not being 

a laboratory – would not be able to carry out its own studies and would face considerable 

operational difficulties to commission studies in every authorisation dossier. It should be noted that 

the current system is accompanied by several guarantees to ensure that the industry studies provide 

sound scientific information. Indeed, other EU secondary food legislation and EFSA’s scientific 

guidance in relation to authorisation procedures specify the types of studies to be provided as well as 

the international protocols and the principles of Good Laboratory Practices ('GLP')133 that should 

underpin these studies, setting high quality standards for these underlying studies. Nowadays, only a 

small part of the studies supporting an authorisation dossier is carried out by the industry itself; the 

largest part is contracted out to specialised GLP accredited laboratories. Only a limited number of 

specialised laboratories are able to meet EFSA's high standard of risk assessment. Therefore, even if 

the burden of providing studies were to be transferred to EFSA at the expense of the applicant, as it 

has been suggested by some NGOs, EFSA would probably have to also subcontract the studies to the 

same laboratories, currently used by the industry to carry out the necessary work. Finally, EFSA 

assesses authorisation dossiers not only on the basis of the industry studies but also of other relevant 

public research scientific studies. Indeed, in several EU food legislations setting out authorisation 

procedures, industry must not only submit specific GLP studies but also a full literature review of all 

studies existing with respect to the subject matter at issue. For instance, in the case of the renewal of 

the approval of glyphosate as an active substance in plant protection products in 2016, EFSA 

assessed a totality of 700 studies, including but not limited to industry studies and to a literature 

review of scientific studies published in the last 10 years.  

Furthermore, NGOs criticise EFSA that the above-mentioned industry studies are partly confidential 

(e.g. raw data are not made publicly available). In their view, the existing EU legal rules on 

confidentiality excessively restrict the access to industry studies. The general provision on 

confidentiality with respect to information received by EFSA laid down in the GFL Regulation (Article 

38) combined with the strict confidentiality rules set out in other EU secondary food legislation 

providing for the modalities of authorisation procedures on one hand and the general EU rules on 

access to documents (i.e. Regulation (EC) No 1049/2001) create a rather complex system for the 

public release of documents.  

The scientific cooperation between EFSA and the national scientific food safety organisations, which 

did not exist before 2002, is key to pool EU expertise and ensure an adequate scientific capacity of 

EFSA but there are a number of negative signals. Recent calls on the membership of Panels have 

shown some negative trends in that respect:  the average age of experts participating to EFSA is 

increasing (from 53.6 years in 2012 to 55.3 years in 2015) and some Panels relating to authorisations 

have encountered problems in attracting new members. These are due to a number of 

disincentives: insufficient recognition for the scientists’ career, modest financial compensation for 

the experts and their employers, amount of time required, strict rules on independence which do not 

take into account the increasing trend of public-private partnership in scientific research 

(indicatively, 34 candidates above the quality threshold were disqualified in the last selection 
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procedure on the basis of EFSA strict independence criteria). The recourse to external experts is 

considered by stakeholders both as strength (stronger expertise) and a potential weakness (EFSA 

expertise and independence partly dependent of external persons). 

EFSA has concluded memoranda of understanding with other EU scientific agencies134 to foster 

cooperation, especially when the expertise of more than one agency is needed in some cross-

sectorial issues (e.g. antimicrobial resistance or food-borne diseases). EFSA has also an increased 

international collaboration on the sharing of data and methodologies with non EU countries and 

international bodies (e.g. Codex Alimentarius) and it contributes to several capacity building 

activities.   

4.2.2.1.2 Risk assessment at Member State level 

Amongst MS, there are differences in the organisation of food safety structures,135 some MS opting 

for national independent scientific bodies or for national independent bodies with mixed 

competences (e.g. risk assessment and enforcement activities). The establishment of scientific bodies 

able to carry out independent risk assessments in all the domains covered by EFSA, however, has 

been neither desirable nor feasible for all MS, given the high costs involved and the scarcity of high 

level expertise.136 Moreover, because of the high level of harmonisation in the area of food law and 

the fact that the relevant risk assessment is carried out by EFSA, there has been a continuous decline 

in the necessity for national risk assessments for food law purposes which has led to cost savings.137 

The main drivers that, however, continue to generate the need for national risk assessments are:138  

a) the need to provide the scientific basis for national measures in the limited non-harmonized 

areas, such as processing aids used in the production of foods or partially harmonised areas 

such as food contact materials as well as the setting of maximum levels of substances in food 

supplements and in foods with added vitamins and minerals; 

b) exposure to hazards and risks, e.g. from contaminants, can vary at national level compared 

to the EU average, due to differences for example in consumption patterns or production 

systems;  

c) maintaining national scientific risk assessment capacity allows MS to supplement the 

expertise available to EFSA;139 and,  

d) the need to support other activities where a scientifically-based approach is required to 

assess risks, e.g. in the context of official controls and of enforcement to identify whether a 

specific food or feed is safe and whether its withdrawal is required.140 

4.2.2.2 Risk management 

4.2.2.2.1 Risk management at EU level 

Once the risk assessment is completed by EFSA, it is for the EU risk managers (mainly the 

Commission with the assistance of MS' representatives in the PAFF committee and depending on the 

applicable procedure the Council and the EP) to take appropriate EU measures.  

Consideration of legitimate factors at EU level 

Risk management at EU level is generally considered to duly and consistently take into account the 

results of risk assessment and in particular the opinions of EFSA, as well as other legitimate 

factors.141 More specifically: 
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several occasions, but in light of persisting scientific uncertainty on those occasions existing 

requirements on pesticides were maintained.160 In the context of the implementation of Regulation 

(EU) No 609/2013 on food intended for infants and young children, food for special medical purposes 

and total diet replacement for weight control, existing rules on plant protection products have again 

been maintained but, at the same time, EFSA has been asked to provide an overview on the latest 

scientific evidence in preparation for a review of the rules.161 The second case concerns EU measures 

banning the use of growth promoting hormones in stock-farming predating the GFL Regulation, 

which were reviewed in 2003 based on the precautionary principle.162 In the latter review, the EU 

permanently banned one hormone, while provisionally banned the use of five others on the basis of 

the precautionary principle.  

No evidence was provided in the context of the General GFL study on concrete adverse impacts of 

any of these measures on innovation and trade.163  In recent years and with respect to politically 

sensitive issues, stakeholders and especially certain NGOs as well as certain MS have called for total 

bans notably for endocrine disruptors, plant protection products or GMOs in accordance with the 

precautionary principle. Nevertheless, these calls do not fulfil the two conditions for the application 

of the precautionary principle laid down in the GFL Regulation (identification of the possibility of 

harmful effects on health and persistence of scientific uncertainty), but they are also based on 

grounds other than science (e.g. political, ethical). As such, these requests seem to pertain to calls for 

considering other legitimate factors rather than the application of the precautionary principle. 

Delays at risk management phase have also been noted with certain authorisation procedures (e.g. 
novel foods, health claims, food additives and other food improvement agents, feed additives). For 

example, in the area of novel foods, the comitology phase alone can last on average 14 months (434 

days).164 This is largely due to discussions in the PAFF committee concerning the appropriate risk 

management measures to take.  

4.2.2.2.2 Risk management at Member State level 

National risk management measures in the area of food and feed are adopted in the following 

contexts:  

a) in the few non harmonised areas, such as processing aids in the production of foods or partially 

harmonised areas, such as food contact materials as well as the setting of maximum levels of 

substances in food supplements and in foods with added vitamins and minerals as regards; and,  

b) in the implementation and enforcement of the food and feed safety requirements of the GFL 

Regulation.  

According to the General GFL survey, for the most part national food law has been adopted on the 

basis of a risk analysis.165 Where this has not taken place, according to the consulted MS CAs, it is 

attributed to the challenges faced in the application of the risk analysis principle, such as restricted 

available resources and shortage of staff with the required specialist training, lack of sufficient data, 

insufficient scientific background, insufficient time available to complete all risk analysis steps, 

insufficient or outdated national legislation. The intensity of those challenges varies on a case-by-

case basis. There is also some evidence that where national measures were not adopted on the basis 

of risk analysis,166  they were subsequently amended or repealed.   

Consideration of legitimate factors at MS level 
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Where national risk management measures have been adopted, the General GFL survey results have 

indicated that other legitimate factors have been taken into account mostly on a case-by-case basis. 

In particular, the majority of the MS CAs indicated that all legitimate factors mentioned indicatively in 

the GFL Regulation were taken into account on a case-by-case basis. Moreover, eight MS CAs 

indicated that economic factors are always taken into account, six MS CAs indicated the feasibility of 

controls and societal factors, 5 MS CAs indicated environmental impacts, while 4 MS CAs indicated 

tradition factors are always taken into account. It is noted that four MS CAs indicated that they never 

take into account ethical factors and two MS CAs never take into account economic, societal, 

environmental or tradition factors.167  

Use of precautionary principle at MS level 

Most MS have indicated they have taken provisional national risk management measures on the 

basis of the precautionary principle. Out of the 23 examples of national measures which were 

indicated by MS CAs to have been taken on the basis of the precautionary principle, the majority of 

those measures (61%) have had a duration of more than 1 year, while one third of these measures 

have lasted over 5 years. In addition, some of the indicated measures had been adopted soon after 

the General GFL survey was conducted  (<1 year), therefore their final duration was not definite at 

that time. Only about half of these measures have been reviewed. The main trigger for the adoption 

of the measures was the identification of potential harmful effects on health (15 measures or 65% of 

all examples provided), with persisting scientific uncertainly raised only for few (3) measures out of 

the total 23 examples; other factors were raised for few (5) measures e.g. environmental reasons for 

the trade restrictions on transgenic maize adopted in two MS.  

A closer examination of the examples of measures provided by the MS in the context of the General 

GFL study demonstrates that the rationale underpinning risk management measures is not always 

clear as to whether it is based on the precautionary principle or on other legitimate factors.168  

4.2.2.3 Risk communication  

Risk communication is a shared competence between risk assessors and risk managers both at EU 

and national level. As stated in Section 2.2, risk communication is defined as the interactive exchange 

of information about risks throughout the risk analysis decision-making process. In order to be 

effective, a global process integrating all actors must be in place (see also Figure 2 on the risk analysis 

principle). Nevertheless, a distinction has to be made at this stage between 'risk communication' and 

'communication at times of crisis', and in particular when food crises erupt. This aspect is addressed 

more in detail under Sections 4.2.5 and 4.2.10.  

EFSA, as the EU risk assessor, is entrusted with communicating food and feed safety scientific results 

to its principal partners, stakeholders, the media and the public at large, to help bridge the gap 

between science and consumers. To this end, EFSA devoted €7 million of its budget (9% of total EFSA 

budget) in 2015 as well as 36 staff (8% of total EFSA personnel) to risk communication activities.169 In 

addition, it has created the Advisory Forum Working Group on Communication (2003)170; the 

Advisory Group on Risk Communications (2005)171 and a Communication Directorate. Overall, the 

2012 evaluation indicated that EFSA's risk communication has been effective and of good quality 

(e.g. relevant, timely and published on the website).  

The stakeholders, although positive on EFSA's risk communication activities (79%), were nevertheless 

critical with respect to certain issues: e.g. the clarity is considered satisfactory mostly with respect to 
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new expected levels of transparency. The relevance of transparency to EFSA's work should further 

increase in the future in a way to protect reputation of its work.183  

In addition, as detailed in Section 4.2.2.3, risk communication has not always been or perceived to 

have been effective and this has had a negative impact on consumers' trust and on the acceptability 

of risk management decisions. 

All consulted parties have also recognised that the systematic implementation of the risk analysis 

principle in EU food law has raised the overall level of protection of human health,184 and that  the 

separation of the risk assessment and risk management at EU level generally functions well in 

practice.185 In deciding the appropriate measures to be taken, EU risk managers have considered 

other legitimate factors in addition to the risk assessment by EFSA in a few cases. Where national risk 

management measures have been adopted, other legitimate factors have been taken into account 

mostly on a case-by-case basis. 

At EU level, the precautionary principle has also been relied upon in limited cases and on the basis of 

the two criteria mentioned in the GFL to ensure the appropriate protection of public health.  It has 

also been applied in a proportionate manner as demonstrated in the EU management of the BSE 

measures and confirmed by the relevant jurisprudence of the Court of Justice of the EU. 

Nevertheless, in two cases, despite the provisional character of this risk management tool, measures 

have been in place for considerable period of time.  At national level, based on the General GFL study 

findings, the rationale underpinning risk management measures is not always clear as to whether it is 

based on the precautionary principle or on other legitimate factors. 

Overall, no systemic inconsistencies in the application of the risk analysis principle as such have 

been identified at EU level. While the implementation of the risk analysis principle at EU level is fully 

achieved, this is not always the case at MS level, according to the available evidence and subject to 

the limitations mentioned in Section 3.2. Nevertheless, because of the high level of harmonisation in 

the area of food and feed safety, national measures are relatively limited. 

The centralised approach of the risk analysis has also increased efficiency and ensured the effective 

functioning of the internal market, in terms of (a) cost savings and removal of barriers resulting from 

the centralised approach put in place, including the establishment of EFSA (b) benefits of pooling the 

scientific resources involved in EU and national assessment bodies, e.g. access to a larger pool of EU 

and national scientific expertise with the participation of national scientists in the work of EFSA, 

convergence of scientific views across the EU (see also Section 5.3.1). 

Supply chain stakeholders have also generally acknowledged – in the context of the General GFL 

study - the positive impact of harmonised risk analysis procedures in supporting trade and 

innovation in the single market context. For example, the removal of plant protection products not 

meeting the safety criteria has provided an incentive to develop more innovative products that 

better protect public health and have equivalent or better efficacy.186 This finding is further 

corroborated by the recent study on the competitiveness of the EU food and drink industry. In that 

context, a number of food industry manufacturers have considered the EU food safety requirements 

(including the risk analysis principle) laid down in the GFL Regulation as a comparative advantage for 

EU manufacturers.187 For example, foods accompanied by a health claim approved on scientific 

grounds may provide a higher marketing value and create long term consumer trust on the food 

chain vis-à-vis other unsubstantiated claims on foods in other markets that do not require scientific 

grounds for their authorisation.188 
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Nevertheless, the length of the risk analysis process in certain sectors relating to innovative 

products (e.g. novel foods, health claims, feed additives, food improvement agents), due to long 

stop-the-clock procedures during the risk assessment phase and long deliberations with MS' 

representatives in the PAFF committee during the risk management phase (comitology delays) can 

have a negative impact on innovation, in terms of expected return on investment.  

According to a recent study commissioned by the Federation of specialty food ingredients, in general, 

companies are looking for internal rates of their investment within a range of 15% to 25% and an 

expected payback basis of three to five years. This can be achieved where, for example, a novel food 

authorisation is completed within 12-18 months of an application. Since 2000, however, the average 

time taken for a novel food to compete the process of authorisation has been 36 months, within a 

range of 16-92 months. Similarly in the area of health claims, the average time for approving a health 

claim has been about 2.5 years, within a range of 15 months and four and a half years.189 These 

delays can be compounded by successive authorisation procedures, where the authorisation under 

sectorial legislation cannot begin until authorisation under another one has taken place (e.g. novel 

ingredients accompanied by health claims). Where approval is delayed to three years, the internal 

rate of return falls to an average 10.6% and the payback takes seven years, while where approval is 

delayed to five years, the internal rate of return falls to an average of 5.8% and the payback is 

extended to 10 years.190  

A comparison of the average time taken to approve novel foods in non-EU countries showed that the 

EU takes, on average, the longest time for a novel food to complete the authorisation process; 

however, it should be mentioned that due to the different criteria used and procedures operated in 

various countries to approve novel foods, the time taken to approve novel foods amongst countries 

are not necessarily directly comparable.191 

As stated in Section 4.2.2.1.1, to remedy delays in the risk assessment phase, EFSA has initiated since 

2012 a series of actions, e.g. introduction of a single entry point for applicants (application desk unit), 

dialogue with industry in particular through info sessions and work shop helping applicants for the 

submission of their dossiers and better involvement of stakeholders in the guidance on 

authorisations. In addition, a new Regulation on novel foods with simplified centralised authorisation 

procedure at EU level has also been recently adopted, which sets out specific deadlines for risk 

assessment and for the Commission to propose a draft risk management measure to the PAFF 

committee.192  

Delays in the risk management phase are often linked with risk communication issues. For example, 

in the context of the General GFL study, several MS have raised the fact that they are not consulted 

on the mandate for a scientific opinion developed by the Commission, although they are called to 

vote on the final decision at the PAFF Committee.193 The formulation of the mandate is important, 

because it determines the adequacy of the risk assessment outcome and its relevance to addressing 

the needs of the risk managers at the comitology phase. Some of the debates in the risk 

management phase (particularly the comitology phase) could be minimised, if the risk 

communication activities linked to the risk assessment phase, especially with respect to politically 

sensitive issues, were more interactive and ensured greater involvement of MS and stakeholders at 

an early stage. EFSA is already trying to ensure greater involvement of its stakeholders in the risk 

assessment phase in the context of the most important self-tasking mandates. The Heads of national 
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smaller FBOs typically face higher costs in relation to their turnover, when compared to larger 

companies producing a similar range/type of products and with a similar range of suppliers and 

customers. 207 

Compliance costs are often incorporated in contractual obligations in place and/or private quality 

management and certification systems ('private standards'), which build upon the GFL primary 

responsibility principle and the requirement to carry out own controls to ensure compliance with 

food law.208 Indeed, over the last decade, several private standards put in place by retailer 

organisations relying, amongst others, on global benchmarks (e.g. the Global Food Safety Initiative 

'GFSI') have developed,209 which tend to provide for strict verification procedures. This trend has 

been particularly fostered by the globalisation of the food trade and the complex character of the 

food supply chain. Adherence to private standards has now become common business practice. In 

the cereals/oilseeds trade sector, for example, more than 80% of traders are certified with the 

industry standard, while in some MS, food processors are virtually excluded from selling to large 

retailers, unless they are certified according to recognised standards.210 Large retailers tend to be a 

key driver in promoting their private standards to the rest of the food chain, motivated by the need 

to avoid costs associated with non-compliance, to ensure that controls by authorities do not lead to 

any problems and, to maintain the integrity of their reputation.  

Nearly half of SME respondents considered that the verification (own controls) requirement is the 

hardest to meet. When asked about the most prevailing food law requirements in their contracts 

with suppliers and customers, half of the SME respondents are asked to comply with specific private 

standards, guidelines and codes of practice issued by industry associations and communicate results 

of own controls to their suppliers and customers. One third of the respondents have hired an 

external consultant to help them comply with EU food law.211  

Where FBOs have determined that a food or feed is unsafe, they have for the most part proceeded to 

the necessary withdrawals from the market and informed accordingly the competent authorities.212 

Moreover, three quarters of the SME respondents have an internal system in place to withdraw 

unsafe food and feed, while it is still in their immediate control. Less than half of those have actually 

ever used it. 213 

Similarly, the cooperation between FBOs and authorities has been generally functioning well.  

4.2.3.2 Official controls by MS  

The EU framework for the organisation and performance of official controls is set out in Regulation 

(EC) No 882/2004 (Official Controls Regulation).214 According to the latter, official controls should be 

carried out regularly, on a risk basis215 and with appropriate frequency taking into account, amongst 

others, the reliability of the FBOs' own controls.  Where non-compliance is identified, MS CAs are 

required to take action to ensure that the operator remedies the situation. MS remain responsible 

for organising and performing official controls in accordance with the Official Controls Regulation. 

Therefore, the implementation of official controls varies not only between MS216 but also within the 

same MS at regional or local level.  

Problems reported include the fact that MS CAs do not consistently take into account FBOs' own 

controls in their risk assessment and, as a consequence, in their control plans, irrespective of 

whether third party certification is performed. FBOs perceive this as a major limitation to the 
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Primary responsibility, however, has certain limitations, as the GFL Regulation does not regulate the 

allocation of liability amongst the different links of the food chain. Liability (criminal and/or civil) is 

determined by national law (e.g. sanctions), in combination with the specific provisions of (EU or 

national) food law that were violated. 228  Some national systems also take into account the fact that 

appropriate own controls have been performed by the operator to assess liability issues (due 

diligence). Since liability is determined at national level, considerable differences amongst MS 

exist.229 

The own controls systems in place by FBOs also address the HACCP approach set out in the EU Food 

and Feed Hygiene Regulations with respect to the general safety requirements. According to a recent 

overview report on the state of implementation of HACCP in the EU of DG SANTE,230 there is general 

agreement on the importance and the resulting benefits of implementing food and feed safety 

management systems based on HACCP principles. The experience of FBOs with HACCP has been 

generally positive. Nevertheless, certain difficulties have been identified that stem from a lack of 

understanding of core concepts, particularly by small FBOs, or inconsistencies in their 

implementation by MS CAs. Flexibility is the least understood HACCP concept, which results, 

amongst others, in small FBOs maintaining unnecessary documentation, which increases their 

administrative burden. To provide more clarity, the Commission has recently published a notice on 

the implementation of food safety management systems covering prerequisite programs and 

procedures based on the HACCP principles, including the facilitation of the implementation in certain 

food businesses.231 Moreover, many small food retailers have difficulty complying with the 

requirements of existing food safety management systems; in particular applying complex HACCP 

plans can be beyond the capacity of establishments that may employ only a handful of staff. In that 

respect, EFSA, at the request of the Commission, has recently proposed a simplified approach to food 

safety management to assist small retail businesses such as grocery shops, butchers and bakeries.232 

The General GFL study found that the benefits of the primary responsibility principle have overall 

outweighed the costs of meeting this requirement (e.g. via own controls) for more than half of the 

FBOs consulted (52%). The benefits were mostly felt by those FBOs trading within the internal 

market as they can benefit from harmonisation. Nonetheless, a quarter of stakeholders indicated 

that benefits have not for the most part outweighed costs. Those FBOs tended to be smaller and 

craft enterprises that are more active in national markets. They do not, therefore, benefit from the 

harmonised requirements of the internal market, but have, nevertheless, to cope with the 

administrative burden stemming from other EU secondary food legislation. Given the diversity of the 

sector, however, it cannot be concluded that harmonisation benefits larger enterprises more than 

smaller ones, as in practice a large range of operational contexts can prevail. 233 

Smaller FBOs often commented that they have difficulties in complying with food-related 

requirements. However, those FBOs, particularly micro and small operators, do not distinguish 

between regulatory and non-regulatory requirements. Private standards, which have now become 

common business practice, serve as the basis for integrating regulatory requirements, as they build 

upon existing EU food law requirements. But at the same time, they may add to the burden of FBOs, 

as they often lay down additional non-regulatory requirements. For example, large retailers, cautious 

to avoid any potential risks and driven to accommodate what consumers are interested in, often 

require from their suppliers voluntary 'marketing' requirements (e.g. origin indications), which also 

need to be part of the verification systems in place. Smaller FBOs, which tend to be mostly in direct 
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and long-standing contracts with retailers, may therefore commit to non-regulatory requirements to 

ensure customer loyalty through contractual obligations or adherence to private standards.234 The 

Commission is currently considering whether EU-level action is needed to address anti-competitive 

practices caused by the weaker position of farmers and SMEs in the food supply chain with respect to 

foods of agricultural origin vis-à-vis other levels of the chain.235 

According to MS CAs, the distribution of responsibilities between FBOs and CAs with the former 

being primary responsible for compliance with food law and the latter responsible for carrying out 

official controls, allowed competent authorities to develop a more harmonised and better targeted, 

risk-based approach to official controls, and ensure efficiency gains.236  

The overall implementation of the general safety requirements and of the relevant provisions on 

withdrawals of unsafe products has been positive.237 However, stakeholders have identified as an 

issue of concern the variable level of implementation of withdrawals amongst the MS, both in 

terms of how the provisions relating to the withdrawals of products are implemented by the FBOs 

and in terms of the withdrawals ordered by the authorities themselves.238 This is mainly attributed to 

differences of implementation on the part of MS CAs in determining the safety of feed and food. 

According to several FBOs, MS CAs can take different courses of action when applying the general 

safety requirements. For example, when a particular food is found to be non-compliant with a legal 

provision linked to safety, some MS CAs might consider such non-compliance as justifying a 

withdrawal of the relevant food on the basis of the evaluation of risk but also on the basis of other 

factors (such as intentional adulteration of a food). However, others might take a different approach 

and consider that after an assessment of the safety parameters of the food in question that a 

withdrawal might be disproportionate and opt for a different course of action (e.g. imposition of 

penalties, adaptation of labelling etc.). 

4.2.4 Traceability of feed and food 

4.2.4.1 Implementation of traceability by FBOs 

The general traceability requirement provided in the GFL Regulation for safety purposes for both 

food and feed consists of 'one step back – one step forward' traceability. The 'one step back' part of 

the traceability requirement allows the identification of the source of risk, while the 'one step 

forward' part allows the identification of the unsafe batches, lots or consignments.  This general 

requirement has been complemented by more specific requirements for two particular sectors: for 

foods of animal origin239 and, in response to the 2011 E.coli crisis, for sprouts and sprout seeds.240  

According to the General GFL study,241 the 'one step back – one step forward' traceability was 

already applied to some extent on a voluntary basis prior to the GFL Regulation; however, its 

application across the food supply chain tended to be fragmented. Following the GFL Regulation, the 

"one step back – one step forward" traceability has been implemented across the entire food chain 

both in quantitative (from partial to complete implementation of traceability by all FBOs) and 

qualitative terms (from fragmented to full application along the chain).242 Traceability information 

transmitted through RASFF in case of cross border risk occurrences has also become more readily 

available, complete and reliable, compared to the situation prior to the GFL Regulation. 

Nevertheless, it still occurs that the traceability chain is interrupted because of errors or incomplete 

documentation at a particular stage. 
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Given the goal-oriented character of traceability and the diversity of operational contexts and 

systems available243, considerable variations in the implementation of this requirement have been 

noted, e.g. in the recording medium  which may range from paper copies to sophisticated IT tools 

holding an extensive range of data.  These depend on a range of factors such as size and type of 

company, business model, sector of activity, product portfolio, range of suppliers and customers, 

sourcing patterns and length of the supply chain, allowing FBOs to choose the appropriate solutions 

for their individual business model.  

In the context of the General GFL study, FBOs were not in a position to quantify the traceability 

costs, e.g. as % of total production costs. Generally, however, for a considerable (although not 

precisely known) part of the supply chain, the mandatory traceability requirement had a neutral 

impact on the operational structure of FBOs, given that it was on a voluntary basis prior to the GFL 

Regulation. Even where systems already existed but were outdated, the introduction of the new 

rules has acted as an incentive for FBOs to update their systems and IT software solutions used, also 

aligning with technological/IT innovations, or to move from paper-based to electronic systems. No 

correlation between the impact of traceability and the size of operators has been established. 

According to supply chain representatives, as a general rule, smaller FBOs with a large range of 

products and suppliers, using paper-based traceability would have been the most impacted. At the 

other end of the spectrum, local FBOs with a limited range of products and suppliers or FBOs of any 

size with well-established systems prior to the GFL Regulation, certainly would have had an 

advantage compared to other operators.  

As far as SMEs are concerned, the majority of respondents have not found it hard to meet the 

traceability requirement, although 42% of respondents have faced some difficulties.244 SME 

respondents also ranked the cost of traceability compliance (together with labelling, authorisations, 

registration and certification) as one of the most costly of all EU food law requirements.  In the 

absence of data on the quantification of costs of the traceability, an effort was made to evaluate 

whether the burden involved stems from the GFL Regulation itself or not. Nearly half of the SME 

respondents implement the one step back-one step forward traceability as going beyond a normal 

book-keeping exercise, i.e. beyond the minimum information required by the GFL Regulation.245 

This is confirmed by the fact that 73% of the SME respondents have internal traceability systems in 

place, nearly two thirds of which were set up at businesses' own initiative.  

The fact that SMEs have in place more extensive traceability systems than what is required by the 

GFL Regulation, with direct impact on increased administrative burden, may be due to non-

regulatory requirements (e.g. private standards, codes of practices, contractual obligations or own 

initiative traceability systems) or additional requirements posed by other EU secondary food 

legislation for purposes other than food safety (e.g. origin traceability for food information 

purposes).246  

Generally, no systematic cases of failures have been identified: traceability stands out as the area 

where the least differences in the interpretation and enforcement by national authorities are 

identified. Any constraints in applying traceability generally stem from (a) other EU secondary food 

legislation for purposes other than safety, (b) private standards, and (c) diversity in 

implementation/enforcement approach at MS level as regards internal traceability: while internal 

traceability is not required by the GFL Regulation and it is ultimately a business decision (which 

allows even more targeted and accurate withdrawals), FBOs have reported instances where national 
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control authorities had requested them to provide records of internal traceability. This approach 

varies between MS but also within the same MS.247  

Consulted FBOs and MS have considered the EU guidelines on the traceability requirement largely 

useful in assisting them with their respective obligations.248 

4.2.4.2 Analysis of traceability implementation 

Both stakeholders (including consumers) and MS CAs consider that the general traceability 

requirement has improved the tracing of feed and food for safety purposes compared to the 

situation prior to the GFL Regulation,249 especially as regards feed.250 The improved tracing of feed 

and food has further led to the following positive outcomes: identifying and containing food safety 

problems; ensuring effective and rapid tracing along the supply chain; ensured targeted withdrawals 

of unsafe products in a speedier and less costly manner than before, taking into account the risk 

involved; and maintaining consumer trust in food safety. Various incidents have demonstrated these 

outcomes, even when it concerns imported goods (e.g. melamine crisis). A comparison between the 

dioxin crisis in Belgium in 1999 and a 2016 incident of dioxin contamination in yeast compound feed 

from Italy with raw material from India is indicative of the improvements resulting from the 

traceability requirement, set out in the GFL Regulation. In the former case, a complete picture 

regarding supply and distribution was only available after almost two months without the possibility 

to identify precisely the products affected. Although the contamination was traced to a particular 

supplier, the repercussions were enormous as it resulted in vast withdrawals of numerous products 

and relevant bans. As stated in Section 2.1, the losses for the Belgian economy were estimated at 

€1.5-2 billion. In the latter case, on the other hand, it took less than a month to identify the source of 

the problem and the production of derived products affected, which resulted in a great number of 

targeted withdrawals of dozens of feed formulations distributed worldwide in as many as 34 

countries, through information exchanged in RASFF. Because of the prompt response and the 

targeted withdrawals of affected products, the disruption of the market was limited and did not have 

an adverse effect on consumers' trust. 

According to the General GFL study, more than half of consulted FBOs (57%) have indicated that 

overall the benefits of traceability have outweighed the relevant costs. Nonetheless, 23% of FBOs 

indicated that benefits have not for the most part outweighed costs, while 21% did not provide 

an answer because they were not in a position to know.251  

Traceability, however, in the current set-up has certain limitations, as it does not always result in 

targeted withdrawals, when the risk involved with suspected products is considerable. This was the 

case with respect to pork meat contaminated with dioxin through feed in Ireland in 2008, where a 

large withdrawal operation in the EU and non EU countries involving as many as 54 countries, 

amongst them 27 RASFF member countries, took place within less than two weeks.  

As internal traceability is not required, it was not possible to identify exactly which pork carcass from 

a particular farm went into each batch of finished pork product. Given the considerable public health 

risk relating to the exposure to dioxins over a significant period and the wide extent of cross-border 

and international trade involved, the Irish authorities decided within days to withdraw from the 

market all pig meat and pig meat products produced from pigs slaughtered the preceding three 

months in Ireland, even if not more than 6-7% of the Irish pig meat production was affected by the 

contamination incident.252 Despite this, EU-wide traceability - in combination with effective risk 

communication and other crisis management tools available at EU level, e.g. RASFF and EFSA's 
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scientific advice on this issue, which was delivered in two days – enabled a quick response to 

effectively contain the risk and avoid a spill-over effect to the beef sector, which is a particularly 

important sector in Ireland, while preserving overall consumer trust.  

In addition, traceability has also contributed to containing other non-risk related incidents, such as 

the case of food products adulterated with horse meat in 2013, despite the inherent difficulties that 

fraudulent practices present.  

These findings are also confirmed by the SME panel. Indeed, a vast majority of the SME respondents 

has acknowledged the following benefits of the traceability system:  it makes it easier to manage 

risk in food safety incidents (85% of respondents); helps identify which products need to be 

withdrawn from the market (83%); and, maintains consumer trust by providing accurate information 

on products affected by a food safety incident (75%). A smaller majority of respondents indicated 

that the system prevents unnecessary disruption to trade (54%) and improves business management 

(60%), although a relatively important share of respondents do not know whether the traceability 

system has these particular benefits (23% and 13% respectively). Small and micro enterprises are less 

convinced253 of the benefits of a traceability system, except for the contribution of the traceability 

system to consumer trust. 

Given the extent of the cross-border trade in the internal market, these positive impacts are directly 

the result of EU-wide traceability. Indeed, if there were no EU-wide system, the traceability system 

would have limited value given the extent of the internal trade within the EU. An EU-wide system is 

more uniform, allows a level playing field across the EU for all FBOs, facilitates the exchange of 

information between MS so as to identify more rapidly the sources of incidents and affected 

products in cross-border trade and limits unnecessary disruptions of trade and costs through 

targeted corrective actions (e.g. withdrawals).254 Without such an EU-wide system, MS would 

probably close their borders as soon as an incident is identified causing trade disruptions.  

4.2.5 Principles of transparency: Public consultation and public information 

Although, transparency is an underlying concept that supports different provisions of the GFL 

Regulation, and especially the risk analysis principle as analysed in Section 4.2.2 (e.g. transparency of 

EFSA's operation, risk management, risk communication), it is specifically enshrined as a principle 

with respect to (a) the open and transparent development of food law both at EU and national level 

through public consultation (Article 9), and (b) the obligation imposed on MS CAs to take the 

appropriate steps to inform the public (public information) where there are reasonable grounds to 

suspect that a food may present a risk to health (Article 10).  

4.2.5.1 Public consultation at EU level 

To implement the public consultation principle and to ensure the active consultation of stakeholders 

in EU decision-making relating to food chain matters, the Commission reorganised the various 

advisory committees and standing committees and created a new Advisory Group on the Food Chain 

and Animal and Plant health in 2004.255 The Advisory Group is composed of 45 members selected on 

the basis of established criteria and drawn from representative European bodies, including consumer 

associations. To ensure that the Advisory Group works efficiently and transparently, there is also the 

possibility of organising working group meetings which are open to other interested parties, where 

necessary. The Commission has been consulting the Advisory Group on all issues of food legislation256 
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on a regular basis. Nevertheless, the Commission can always decide to hold direct public 

consultations, where it is necessary.  

All consulted parties have noted considerable progress towards an improved public consultation at 

EU level, with the frequency of public consultation being perceived to be generally higher in the case 

of EU legislation than in the case of national legislation.257 The most important improvements include 

a more systematic application of public consultation throughout the decision making cycle (e.g. 
impact assessments, evaluations, revisions etc.) involving the complete spectrum of stakeholders 

across the various legislative fields, including SMEs and also through the Advisory Group, and the 

increase in the consultation of the general public (online open public consultations). Public 

consultation is further fostered by Commission's "Better Regulation" agenda.258  

4.2.5.2 Public consultation and public information at MS level 

MS have progressively introduced or adapted public consultation in the national legislative process of 

food law in line with the GFL Regulation.259 These adjustments run concurrent with the considerable 

reorganisation of MS CAs' competences on food safety, in the aftermath of the food crises in mid-90s 

and prompted by developments in the communication and media sector, in particular the increase in 

speed of, and access to online information by the public. The main difficulties encountered by 

national authorities during this process have been the cost and the workload resulting from the 

effort to develop systems enabling enhanced transparency: the extent of the difficulty depended on 

the level of transparency prior to the GFL Regulation (which, as indicated, was highly variable 

between MS).260  

Similar to the EU level, the most important improvements brought about by national public 

consultation was a more systematic application of this principle in the development of food law, the 

involvement of a wider spectrum of stakeholders and the increase in general public consultation. 

However, the frequency of public consultation is generally perceived as lower in the case of national 

food law than EU food law.261  

Stakeholders (including consumers) have identified certain cases of continuing failures in public 

consultation at MS level: impact assessments supporting the preparation and the revision of legal 

provisions are not systematically carried out; not all relevant stakeholders are consulted or given 

access to relevant information; and the impact on SMEs, particularly micro- and small-sized 

enterprises, is not systematically investigated, in the preparation, evaluation or revision of national 

law. Moreover, stakeholders and MS CAs have different views on the comprehensiveness of the 

national consultation process. This is largely due to remaining differences in the consultation process, 

and transparency more generally, between MS.  

Similar to public consultation requirement, MS had also to adjust their administrative structures to 

comply with their obligation to inform the public where there are reasonable grounds to suspect 

that a food may present a risk to health.262 MS CAs communicate to the general public mostly in the 

event of recalls of specific products, followed by: 'in response to press reports'; 'as soon as there are 

reasonable grounds to suspect risk'; 'where relevant, only after confirmatory testing'; and, 'in the 

event of withdrawals of specific products'.263 The parallel development of social media required MS 

to set out communication strategies in case of food safety incidents; according to them, this involved 
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