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What gave rise to EFSA’s 
establishment ?

Food scares (e.g.,BSE, dioxins) revealed strong
national positions;

The creation of national agencies to handle food
issues at national level

Science and policy hard to distinguish

Food issues used as non-tariff trade barriers
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The new situation: 

Risk assessment separated from risk management 
(remains for the Commission)

Risk communication shared with the Commission

High level of openness and transparency

Fully independent

Close cooperation with national authorities



5

EFSA Organisation 
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Scientific Panels
Structure defined in the founding Regulation and 
copied from the Commission;

Together covering the whole food chain; 

Expert members appointed by Management Board 
following a call to express interest;

Maximum of 21 members per panel selected on  the 
basis of scientific excellence, area of expertise, 
gender and geographical balance.
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The Eight Scientific Panels
Food additives, flavourings, processing aids, materials in 
contact with food (AFC)

Additives and products in animal feed (FEEDAP) 

Plant health, Plant Protection Products (PPR)

Genetically modified organisms (GMO)

Dietetic products, nutrition and allergies (NDA)

Biological hazards (BIOHAZ)

Contaminants in the food chain (CONTAM)

Animal Health and Welfare (AHAW)
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Scientific Committee
Comprises the Chairs of all 8 Panels and an

Additional 6 independent members;

Provides guidance to all Panels;

Manages projects involving several Panels; 

Advises EFSA on emerging issues and priorities for 
scientific work.
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EFSA Science
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Scientific activities (work themes) :

Providing scientific opinions, guidance and advice in 
response to questions;
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Providing scientific opinions

Most questions from the Commission, but also from 
European Parliament and Member States;

Questions can be broad (risks and benefits of eating 
fish) or focused (e.g. risk assessment of SEM in 
baby food in glass); 

Questions have ‘terms of reference’ and deadlines 
for response.
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Number of questions and opinions
Number of questions: 237 (2003); 179 (2004); 218 
(2005, until September)

Number of self tasks : 6 (2003); 19 (2004); 13 (2005 
until September)

Total number of opinions on 31 December 2004: 
186

Number of opinions on 1 September 2005: 263
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Scientific activities (work themes) :
Providing scientific opinions, guidance and advice in 
response to formal questions;

Assessing the risk of regulated substances and 
development of proposals for risk-related factors; 
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Assessing the risk of specific groups of 
chemical substances

Chemical categories include :
Food additives, smoke flavourings, enzymes;
Additives for use in animal nutrition;
Pesticides; and
Genetically modified food and feed.

Risk related factors include MRL’s

Deadlines for opinions are strict and often very short 
(e.g. for GMOs, feed additives)
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Scientific activities (work themes) :
Providing scientific opinions, guidance and advice in 
response to formal questions;

Assessing the risk of regulated substances and 
development of proposals for risk-related factors; 

Monitoring of specific risk factors and diseases;
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Monitoring of specific risk factors and 
diseases

Geographical BSE risk assessment;

BSE / TSE testing and validation of tests; 

Containment and eradication of animal diseases 
(e.g. AI, food and mouth disease, rabies).
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EFSA Task Force for Zoonoses
Draft objectives :

Set priorities for harmonization of monitoring schemes. 

Develop harmonized monitoring schemes for the most 
important zoonotic agents.

Define minimum data set to be collected on human diseases.

Propose rules for investigating food-borne outbreaks.

Develop new procedures to prepare a zoonoses report.

Integration of the existing and in-progress work (CRL and 
workshops) in the future working plan.
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Flowchart of the development of an ‘Opinion’

Question to EFSA Selection of most
appropriate Panel(s)

Is question clear
and well understood ?

Is all necessary background
info available ?

Response to the
authority for
clarification,

additional data

Is response time
acceptable ?

Proceed with the work :
Panel meeting
Establishment ad hoc
Working Group

Involvement of all
stakeholders before

start of the work

Development of
opinion

Sharing draft
opinion with all
stakeholders

Submission of
‘opinion’ to
Authority 

Communicate ‘opinion’

No Yes

No

Yes
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Stakeholders involvement (examples)
Guidance Document on GMO dossier submission 
(stakeholders meeting)

Guidance Document on GMM dossier submission 
(public consultation)

Guidance Document on feed additives submission 
(stakeholder meeting)

Question on pain in experimental animals 
(stakeholder meetings)

Opinion on assessment of genotoxic carcinogens 
(stakeholder consultation)
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Scientific activities (work themes) :

Providing scientific opinions, guidance and advice in 
response to questions;

Assessing the risk of regulated substances and 
development of proposals for risk-related factors; 

Monitoring of specific risk factors and diseases;

Development, promotion and application of new and 
harmonized scientific approaches and 
methodologies for hazard and risk assessment of 
food and feed.
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Investing in food science (1)
Improving transparency of the risk assessment process; 

Harmonized approach for risk assessment of genotoxic 
and carcinogenic substances in food;

Harmonization of detection methodology for chemical 
and microbiological contaminants in food / feed;

Harmonization of methodology for the monitoring and 
reporting of animal diseases;

Exposure assessment modelling (chemical and 
microbiological);
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Investing in food science (2)

Active participation in and monitoring of scientific 
projects, conferences and other scientific meetings 
in Member States; 

Organization of open scientific EFSA meetings, to 
discuss in-depth topical and sensitive issues related 
to EFSA’s mission : EFSA Scientific Colloquiums;

Adequate follow-up on EFSA Scientific Colloquiums 
(e.g. development of Guidance Documents).
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Network development:

• International network of national food safety agencies 
and other government-related centres/institutions;

• Network of international organisations such as FAO, 
OECD, OIE, WHO and Community Institutions such as 
DG’s ENV, ENT, JRC, RTD, SANCO, EEA, EMEA; 

• International network of scientific experts organised by 
field of expertise (including all stakeholders);

• International network for early warnings of emerging 
risks. 
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Harmonising approaches 
for risk assessment of 

substances that are both 
genotoxic and carcinogenic
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Risk assessment of genotoxic 
carcinogens (1)

Current approach: exposure should be as low as 
reasonably achievable (ALARA); 

Continuously improving analytical detection methods 
leads to lower detection limits and increases the 
number of genotoxic carcinogens detected in food;

Although in certain cases a useful tool, often ALARA 
is an impracticable principle for risk managers: it 
does not provide a reliable basis for setting priorities 
for action.
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Risk assessment of genotoxic 
carcinogens (2)

EFSA’s Scientific Committee’s Working Group on 
GENTOX based its approach on the assumption that 
there is a ‘practical’ threshold also for genotoxic 
carcinogens;

It felt not comfortable by using any extrapolation 
model based on theoretical data (dose-response 
analysis outside the range of observed effect levels). 
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New approaches for genotoxic 
carcinogens

Selection of a point of comparison (e.g. NOAEL, 
BMDL) on the dose-response curve

Exposure scenarios

Application of Margin of Exposure (MOE) : ratio 
between point of comparison and human exposure
scenario(s)
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Is it in conflict with ALARA ?

No, the proposed approach does not replace but 
harmonises previous RA approaches : the opinion 
whether or not the substance is genotoxic and
carcinogenic would not change

In addition to the previous approaches, it provides a 
tool for the risk manager for the prioritisation of
unavoidable genotoxic substances for regulatory
measures
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Time schedule of the work

Draft opinion of the WG was open for public 
consultation in April/May 2005;

All comments and suggestions were taken into 
account and the revised draft opinion will be 
submitted to the SC for adoption in October 2005; 

Similar principles have been adopted by scientific 
expert groups of WHO/IPCS; ILSI/Europe is in the 
process of developing its views;



30

Time schedule of the work (2)
Following adoption of the EFSA Opinion a joint 
Scientific Conference (EFSA/WHO) with ILSI’s
assistance will be held in November to launch the 
approach and promote its global regulatory 
application;

At the conference the approach will be explained 
and a number of cases will be presented.

US.FDA, Japanese Food Safety Commission, 
Health Canada are invited to participate.


