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INTRODUCTION 
 
1. The scientific activities as described in the Management Plan for 2004 can be 
grouped around five major themes as follows: 
 

a) Providing scientific opinions and guidance/advice in response to questions 
related to food safety issues formally addressed to the Authority by the European 
Commission, the European Parliament, the Member States or by the Authority 
itself; 

b) Assessing the risk of and, as appropriate, proposing risk-related factors for 
specific groups of regulated substances, following legally defined notification 
procedures and time schedules.  These substances include: food additives, food 
flavourings, feed additives including medicinal products, pesticides, GMOs, and 
novel food ingredients. 

c) Monitoring of specific risk factors and diseases and providing scientific opinions 
on test and other tools to control these risk factors and diseases.  This includes 
the geographical BSE risk assessment, the validation of BSE/TSE diagnostic tests, 
the monitoring of zoonoses and other food-borne zoonotic agents, and the 
scientific review of new tools for the eradication of specific animal diseases; 

d) Preparatory work for the evaluation of health claims for food. These may include: 
development of proposals for and guidance on: (i) nutritional profiles which must 
be respected, (ii) permitted health claims and (iii) the nature and extent of 
(experimental) data and other information needed in support of a health claim.     

e) Application and promotion of new and harmonised scientific approaches and 
methodologies for hazard and risk assessment of food and feed.    

 
2. This paper addresses the expected overall workload for 2004 of the EFSA’s 
Science Department in these five areas taking into account: i) experience gained in 
dealing with the formal questions received in 2003 and announced for (or otherwise 
expected in) 2004, ii) the development of new or revised legislation that may enter into 
force in 2004 or 2005, and iii) the need to invest in scientific developments in the area of 
food safety assessment. 
 
3. The paper also addresses the need to prioritize activities in a way as to achieve an 
appropriate balance between the various themes of work as explained in paragraph 1. 
 
 
EXPECTED WORKLOAD OTHER THAN SCIENTIFIC SELF-TASKING 
ACTIVITIES  
   
4. A total of 122 registered questions with confirmed deadlines were received from 
the Commission and accepted in 2003.  Most questions were received/accepted in the 
second half of 2003. Approximately two-thirds of the questions related to theme a and 
one-third to themes b and c combined.  No questions were received that related to work 
themes d and e, and no questions were received from the European Parliament or any of 
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the Member States. Approximately half of the number of questions had deadlines for 
response that are well into the year 2004.   
 
5. In January 2004, fourteen questions were received from the Commission  and 
approximately half of these were related to theme a, the other half to themes b and c 
combined.  Based on the experience gained in 2003 it is expected that the total number of 
questions to be addressed in 2004 will amount to at least 240 (180 questions based on the 
figures for 2003 and January 2004 plus approximately 60 questions carried over from 
2003).  Despite the fact that, as for 2003, the work on a substantial number of questions 
will continue well into 2005, it seems clear that probably 150-200 questions are expected 
by the Commission to result in Expert Opinions in 2004.  Furthermore, it is likely that 
additional questions will be received from the European Parliament and a number of 
Member States.  
 
6. The already substantial workload of the activities grouped under theme b 
(assessing the risk of and, as appropriate, proposing risk-related factors for specific 
groups of regulated substances) is likely to increase substantially as a result of the 
adoption of the following Regulations/Directives: 
 

• Future Regulation on food additives: EFSA’s role is yet unclear but is likely to 
include more than the risk assessment of additives. 

• Future Regulation on enzymes: EFSA’s role is yet unclear but is likely to 
include more than the risk assessment of enzymes. 

• Regulation (EC) No. 2065/2003 on smoke flavourings: Guidelines need to be 
drafted on the submission of applications and the handling of data. The number 
of submissions that can be expected is yet unknown. 

• Regulation (EC) No.1831/2003 on additives for use in animal nutrition: a series 
of new or amended guidelines/guidance documents for applicants should be 
developed. Proposals have to be developed for the establishment of MRLs. 

• Revision of Directive 91/414/EEC: the scientific review of the revised Annexes 
II and III will be a considerable task.   

• Regulations (EC) No.1829/2003 and 1830/2003 on genetically modified food 
and feed: requires EFSA not only to carry out risk assessment but also the 
administrative management of notifications. 

• Future Regulation on Maximum Residue Levels (MRLs) for Pesticides: EFSA’s 
role is yet unclear but is likely to be substantial. 

 
7. The work related to theme: c (monitoring of specific risk factors and diseases) 
will increase as a result of the adoption of the following Regulations/Directives: 
 

• Regulation 178/2002 assigns to EFSA the task of collecting and analysing 
scientific and technical data on incidence and prevalence of biological risks; 
recommendations on how to improve the data will be a major task. 

• Directive 2003/99/EC on monitoring of zoonoses and zoonotic agents refers to 
EFSA the examination of data collected from Member States and preparation of 
a summary report of these results, which is, again, a substantial amount of work. 
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8. In addition, it is considered timely to review new tools for the eradication of a 
number of animal diseases on the OIE list.  Current events related to the avian influenza 
(AI) epidemic have shown the urgency of finding new tools to control and eradicate a 
number of diseases. This activity will commence after consultation with the Commission.   
 
9. The proposal for a Regulation on nutrition and health claims made on foods 
[COM(2003) 424 Final], as adopted by the Commission in July 2003 includes a number 
of substantial tasks for EFSA. Bearing in mind that the proposed Regulation could be 
significantly modified during the decision making process and may not be adopted and 
entered into force in 2004, it is anticipated that the following tasks may be delegated to 
EFSA: 
 

• Providing guidance/advice on requirements with respect to nutritional profiles 
for foods bearing claims (currently Article 4); 

• Providing guidance/advice on acceptable health claims; 
• Developing guidelines for the implementation of the Article (currently Article 

11) on health claims that shall not be allowed; 
• Developing guidelines for the implementation of the Article (currently Article 

14) on the preparation and presentation of information necessary to support 
health claims;  

• Evaluations of individual dossiers for pre-market authorisation of health claims. 
 
 
RESOURCES 
 
10. As mentioned in Annex 1 of the 2004 Management Plan the total number of 
staff is authorized to grow in 2004 to 138, including 66 A-grade staff.  Taking into 
account that a number of A-grade posts are designated to other Departments of EFSA, the 
Science Department will be staffed by the end of 2004 with approximately 40 A-grades, 
i.e. scientific staff.  However, in order to deal with the workload as described in the 
Management Plan and summarised in paragraphs 4-9 of this document, this will clearly 
be insufficient unless other measures are adopted.   
 
11. The Authority’s budget for immediate Scientific Committee and panel purposes 
in 2004 of approximately � 7 million has to support all activities, including 
approximately �4.5 million to cover travel expenses of national experts participating in 
EFSA meetings.  Furthermore, a substantial part of the remaining budget will be needed 
for the outsourcing of works in the fields of pesticide risk assessment reviews, emerging 
risks, flavourings and food contact materials, exposure assessments and for the 
preparation of opinions.  However, the budget still allows for modest additional 
outsourcing and temporary contracts. 
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SCIENTIFIC SELF-TASKING ACTIVITIES  
    
12. The work involved in the application and promotion of new and harmonised 
scientific approaches and methodologies for hazard and risk assessment in the area of 
food and feed (theme e) are summarized in the 2004 Management Plan in paragraphs 
127-138.  These activities are all self-tasking activities and a start has been made with the 
request of the EFSA management to the Scientific Committee to work on three subjects 
(exposure assessment, genotoxic and carcinogenic substances, and safety assessment of 
micro-organisms in food/feed).   
 
13. For 2004, the following projects are considered (not necessarily listed in order of 
priority): 
 

• Building expert networks including: i) Community Institutions involved in 
(bio)chemical risk assessment such as EC.DG.ENV, EC.DG.JRC, EC.DG.RTD, 
EC.DG.SANCO, EEA and EMEA; ii) national food safety authorities in Member 
States, iii) national scientific institutions and centres affiliated with national food 
safety authorities in Member States, iv) other national centres and institutions 
dealing with food safety issues in Member States, v) national food safety 
authorities and other national scientific institutions in countries outside the EU, 
most notably in EU candidate countries, other European countries such as Norway 
and  Switzerland and countries outside Europe, most notably Canada, Japan and 
the USA and vi) international organisations such as FAO, OECD, OIE and WHO. 

• Development of a harmonised approach for the risk assessment of genotoxic and 
carcinogenic substances. 

• Development of guidance for the Scientific Expert Panels and Committee and the 
creation of a network of national experts/expert centres in the area of exposure 
assessment.  Whereas in 2004 this activity will focus on chemical exposure 
assessment, microbiological exposure assessment will also be addressed at a later 
stage. 

• Development of guidance to the Panels on environmental hazard and risk 
assessment and suggestions for a harmonised approach. 

• Develop a generic approach for the safety assessment of micro-organisms 
deliberately introduced into the food chain. This involves the revision of an 
existing document developed in DG SANCO, considerations of its use in EFSA’s 
assessments and exploring options for formal recognition of QPS status for 
certain micro-organisms. 

• Development of guidance on: i) the identification of early warnings of emerging 
risks through a network, ii) the procedure for evaluation and prioritization of 
identified hazards and risks and iii) an operational system for maintaining 
appropriate communication within the network. 

• The effects of simultaneous exposure to a variety of substances via food, 
including accumulative, synergistic or antagonistic toxicities of related substances. 

• Harmonisation of detection methods for major chemical and microbiological 
contaminants in food and feed. 
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• Studying possible associations between human toxicities and diseases (such as 
cancer, hormonal disturbances, type 2 diabetes and sensitisation/allergies) and 
exposure to food and food-borne substances. 

• Literature survey concerning the effects of processing of food, food ingredients 
and food products on the occurrence of breakdown products/substances and 
current knowledge of the toxicity and risks of possible breakdown products. 

• Establishing the state-of-science of emerging new tools, techniques and 
approaches in hazard characterisation and risk assessment, most notably the 
application of genomics, and probabilistic risk assessment.    

 
14. These projects will involve the Scientific Committee and its respective Working 
Groups, relevant Panels and the still-to-be-established Scientific Expert Service Division. 
Several of the priority projects will include one or more scientific workshops of invited 
experts that will be open to interested scientists. 
 
 
PRIORITIES 
 
15. Considering the overall workload and the need to maintain an appropriate balance 
between the 5 themes as described in paragraph 1, priorities for new work need to be set.  
With their approval of the Management Plan for 2004 the Management Board agreed that 
setting priorities should be done in a transparent way using defined criteria such as (not 
necessarily in order of importance): 
 

• The anticipated public health impact: feedback and input from national food 
safety authorities and other government institutions as well as the Commission are 
particularly relevant for this criterion to add weight to the priority of a project.   

• Legal obligations and deadlines: these include the risk assessment of substances 
in the context of legally defined notification/registration procedures. Legal 
obligations are without exception strong arguments for a high priority.   

• Level of urgency as indicated by the originator (of the question): in order for this 
criterion to add weight to the priority of the project, the urgency should be 
substantiated and supported by appropriate documentation. 

• Possible connections between the project and other activities already being 
addressed: the new project may facilitate the ongoing work, broaden it, provide a 
different spin to it or provide a link between ongoing, but distinct activities.  

• The level of public interest: feedback and input from stakeholders (in particular 
consumers), as well as uptake by the media (nature and level of media attention) 
are relevant for this criterion to add weight to the priority of a project .   

• Economic importance of the subject/issue: in order for this criterion to add weight 
to the priority of the project the economic impact of the issue should be 
substantiated and supported by appropriate documentation. 

• The balance of work: this criterion is particularly relevant to ensure that adequate 
and proportionate resources are used for the respective themes of work in which 
the scientific activities of the Management Plan are subdivided. 
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16. Although a priority will be attached to all projects/questions, justification will 
only be provided in case the EFSA priority differs from the priority indicated by the 
entity submitting the project/question, i.e., the deadline for response/opinion requested. 
 
 
PREFERENCES AND PRIORITIES OF THE ADVISORY FORUM 
 
17. The Advisory Forum is invited to take note of the adopted Management Plan for 
2004, EFSA’s expected workload in the areas described as themes a-d, its self-tasking 
plans (theme e) and its resources. 
 
18. The Advisory Forum is requested to advise the Executive Director on its views on 
the preferences and priorities for work, grouped under theme e and summarized in 
paragraph 13, and offer assistance with or support for these or other planned projects. 
 
19. The Advisory Forum is further requested to suggest additional projects, as 
appropriate.   
  


