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RISK BENEFIT ASSESSMENT (RBA) GUIDANCE FOLLOW UP

EC mandate to EFSA for RBA of fish - in dialog process

Trainings

Implementation of guidance 



EC MANDATE FOR RISK-BENEFIT ASSESSMENT OF FISH

TERMS OF REFERENCE 

• ‘In accordance with Art. 29 (1) of Regulation (EC) No 
178/2002, the European Commission asks the European 
Food Safety Authority to provide a risk-benefit assessment 
of finfish consumption by fish species and type (for 
example but not limited to fatty/lean, predatory/non-
predatory, wild-caught/farmed) in relation to the combined 
presence of dioxins (PCDD/Fs) and dioxin-like PCBs, 
perfluoroalkyl substances (PFAS),polybrominated diphenyl 
ethers (PBDEs), inorganic arsenic, dimethylarsinic
acid(DMA), inorganic mercury and methylmercury in fish.’ 
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PURPOSE OF REQUEST

To produce a risk-benefit assessment 
that can be used by other competent 
authorities as input when developing 
Food-Based Dietary Guidelines. 

Aim to give advice on recommended 
amount of fish consumption depending 
on level of contamination.
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RBA DESIGN – REFERENCE SCENARIO VS ALTERNATIVES
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Reference scenario

Current fish 
consumption 

by fish type

Risks by subgroup

…

…

Benefits by 
subgroup

…

…

Alternative range of

scenarios, including

‘no fish consumption’

Risks by subgroup

…

…

Benefits by 
subgroup

…

…



ITERATIVE PROCESS OF PROBLEM FORMULATION, TOR, RBA
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ANTICIPATED TIMELINE
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NOVEMBER 2025

128th SC PLENARY

MANDATE INTAKE

FIRST WG MEETING

FEBRUARY 2026

NOVEMBER 2026

133rd SC PLENARY

FIRST READING

ENDORSMENT OF 
OPINION FOR PC 

SPRING 2027

END 2027 

TENTATIVE 
ADOPTION



• Introductory RBA training in place offered via the EFSA Academy

• More advanced training with experts of all RBA methodologies can be 
developed following the first implementation of the guidance in the 
RBA of fish. 

TRAININGS



• MS are invited to implement the guidance in house on topics of interest 
and return feedback on the experience

IMPLEMENTATION OF THE RBA GUIDANCE



RESULTS OF MS SURVEY - 14 MS RESPONDED (NOVEMBER 2023)

6 MS conduct RBA in-house: source of expertise for EFSA 

Denmark, France, Germany have their own methods or guidance

Latvia, Norway, Sweden consult EFSA guidance

8 MS interested in co-developing case studies: source of expertise for EFSA

Cyprus, Denmark, Estonia, France, Germany, Greece, Norway, Poland

10 MS do not conduct RBA in house and/or are interested in EFSA training on 
the updated guidance: audience for capacity building



• 8 MS are engaged in national or international collaborative activities 

(Cyprus, Denmark, France, Germany, Greece, Latvia, Norway, Sweden)

• 5 MS suggested the following aspects be included to the updated guidance to better help 
them with conducting a Risk Benefit Assessment: 

✓ harmonized methods (DTU, ANSES, KUA, SFA)

✓ inclusion of alternative metrics to DALYs

✓ quality assessment of publications; weight of evidence

✓ guidance about outcomes – marker vs hard endpoints →

✓ “measurable” outputs for better interpretation

✓ examples; case studies

✓ “visual” outputs, such as charts & graphs, in addition to numerical/tabular and decision-trees

✓ short and visual guidance; easily understood and applicable

ACTIVITIES AND FEEDBACK

ongoing work for new guidance on 

biomarkers of effect 

M-2025-00074



THANK YOU

#OpenEFSA



RELATED ASSESSMENTS 

EFSA assessments

• 2005 CONTAM wild-farmed fish

• 2012 RA Methylmercury (MeHg)

• 2014 Benefits seafood + RA MeHg

• 2015 RBA MeHg-fish

• 2020 RA PFAS’s 

• 2024 RA Inorganic As

• 2024 RA Small organic As

• 2024 RA PBDEs 

• 2026 RA UPDATE PCDD/Fs + DL-PCBs
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External assessments

• 2022 VKM RA PCDD/Fs and DL-PCBs

• 2022 VKM RBA of fish

• 2024 FAO/WHO RBA of fish

• 2024 ATSDR Mercury Tox Profile

• 2024 ATSDR DRAFT PCDD/F Tox Profile



PUBLIC CONSULTATION

TARGETED MEETING ONLY WITH 
MS AT THE BEGINNING OF THE 

PUBLIC CONSULTATION: 3

NO NEED FOR TARGETED 
MEETING WITH MS (WRITTEN 

COMMENTS SUFFICIENT): 6

ONLY ONE PUBLIC 
MEETING WITH ALL 
STAKEHOLDERS: 8



RBA CAPACITY AMONG MS AND USE OF EFSA GUIDANCE

CYPRUS CZECH REPUBLICDENMARK ESTONIA FRANCE GERMANY GREECE LATVIA MALTA NORWAY POLAND ROMANIA SPAIN SWEDEN

1 Do you or your office conduct Risk Benefit Assessments of foods? NO NO YES NO (REM, TAI)  NO, but maybe in future (LABRIS)YES YES NO YES NO YES NO NO NO YES

2 If yes, do you have expertise in-house for this purpose? N/A N/A YES N/A YES YES N/A YES N/A YES N/A N/A N/A YES

3 If yes, do you consult the EFSA Guidance for this purpose? N/A N/A NO YES, if we would conduct RBA in future (LABRIS)NO NO N/A YES N/A YES N/A N/A N/A YES

3a If no in Q3, which Guidance do you consult for conducting Risk Benefit Assessments?N/A N/A While the risk-benefit framework that we apply is aligned with EFSA’s, we have developed capacity to develop and implement our own risk-benefit assessment models in house. In general do not take a tiered approach as suggested by EFSA, but that we take quantitative/probabilistic approaches (mainly due to the fact that we do research in RBA methods).Each Risk Benefit Assessment is performed on a case-by-case basis. The BfR guidance on the assessment of human health risks (Leitfaden für die Bewertung gesundheitlicher Risiken) …. Overall, the EFSA guidance extends the BfR guidance on general risk assessment in that it provides further details on the aspects of integration of different lines of assessment (risk against benefit assessment).N/A N/A N/A Also consulting Hoekstra 2012 N/A N/A

3b If yes in Q3, what do you find challenging in applying the EFSA Guidance?N/A N/A N/A Use of guidance was more or less straightforward. Additional information from more recent scientific publications or reports/opinions from other countries (VKM RBA) has been used in our case.N/A Hoekstra, 2012 is slightly more updated. But most important, see answer to question 5.    Often, we do not have papers addressing the same outcomes for the hazards in foods (e.g. contaminants) as in the food it self. E.g. the critical endpoint for dioxins in EFSA-opinion is sperm quality, and we found no good quality papers investigating fish consumption and sperm quality (or male fertility). N/G N/A N/A

4 What national or international activities/initiatives on Risk Benefit Assessment is your country involved in?Participation in the submission of a proposal for a COST Action for Risk-Benefit AssessmentNONE National: development of risk-benefit assessment models to address risk-benefit questions posed by the National Food Authorities or generated by the group as research questions. International: Horizon EU-funded projects (e.g. Holifood), and recently terminated EFSA partnership grants (RB4EU, NoVRBA, ALTERNATIVA). Research collaborations within Europe with scientists working or interested in risk-benefit. ILSI working group on risk benefit assessment. No involvment in RBA activities so farWe are currently assessing the impact of folic acid fortification of regularly consumed foods on the occurrence of neural tube defects while taking into account vitamin B9 tolerable upper intake level to avoid potential risks for the general population.  We are also developing food-based dietary guidelines for people following a vegetarian diet by taking into account epidemiological relationships between those diets and various health outcomes (using systematic reviews), and contaminants contained in foods consumed by vegetarians as well as their nutritional needs.  A workshop on RBA, led by the WHO, was held in June 2023 with the participation of BfR, EFSA and other partner organisations from EU Member States. The aim of the meeting was to identify priority areas for work at international level, taking into account EFSA's ongoing work to develop guidance on RBA. BfR does not have an overview of national activities on RBA, as this topic does not fall within BfR's remit.The Dept. of Hygiene, Epidemiology and Medical Statistics of the NKUA School of Medicine is a member of the International Risk Benefit Network. Furthermore, the Dept. has coordinated the EFSA-supported NovRBA project (Novel foods as red meat replacers – an insight using Risk Benefit Assessment methods) which aimed to enhance the harmonization and standardization of RBA methods in three EU MS (Denmark, France and Greece) and to set the foundation of communicating RBA findings (in collaboration with BfR, Germany). Upon the conclusion of this project, the Dept. participated in the EFSA-supported ALTERNATIVA project (Alternative protein sources in the European diets – integrating health risk-benefit and sustainability) which aimed to integrate sustainability indices in RBA modeling. We were involved in a Horizon project that involved ranking fish and their effect on health based on contaminant and nutrient content. Generally, we were looking at a select species of fish that might not be commonly consumed, thus, a lack of data was present and we did not perform a fully fledged risk-benefit assessment, that would cover the health effects. This was the output. •	We have currently applied for a project which would involve a fully fledged RBA of freshwater fish in Latvia and would run for 2024-2025. •	Additionally, Janis Rusko has been invited to participate in COST action proposal OC-2023-1-26775 titled European Risk Benefit Assessment Network (RBA-Network) which will be evaluated until early Q2 2024.NO ANSWER International Risk-Benefit Network Nordic Council of Ministries RBA project: Nordic Risk-benefit assessment of transitions to sustainable diets, chaired by DTU, Denmark COST Action Proposal OC-2023-1-26775 " European Risk Benefit Assessment Network" as Secondary Proposer to DTU VKM RBAs: Fish, iodisation, breast feeding, sunscreen lotion N/A Our institution is not involved in Risk Benefit Assessment activitiesWe are not aware of [any]A representative from the Swedish Food Agency is involved in the updating of the Efsa RBA guidance Nordic Council of Minister’s Healthy, Safe and Sustainable Diet network’s RBA of replacing meat with legumes  Risk and benefit assessment of whole grain intake in the Swedish adult population  Risk and benefit assessment of nuts - compilation of health effects of nut consumption  

5 What additional aspects do you think should be included in an updated EFSA Guidance that would better help you conduct a Risk Benefit Assessment?The updated EFSA Guidance should include harmonized methods for performing risk-benefit assessments. The outputs of the risk-benefit assessments should be measurable for better interpretation and evaluation of the results by the risk assessors and managers. Examples and case studies will support the guidance.N/A Case studies Not enough experience so far to give recommendationsShort and visual guidance, easily understood and applicable would be appreciated and helpful. N/A NO ANSWER There are no comments from our side currently.NO ANSWER Quality assessment of articles  weight of evidence for risk assessment  following the same standards as for benefit assessment Guidance about outcomes. What is a health outcome, and what is a marker/measure for a health outcome. Is markers to be given same weight as harder endpoints?N/A Not applicable NO ANSWER The inclusion of alternative metrics to DALYS. Certain important health outcomes cannot be converted to DALYs (for example reduced sperm quality)

6 Do you or your office use Risk Benefit Assessments published by EFSA to develop dietary advice to consumers in your country?NO YES NO YES NO YES NO NO NO NO NO YES YES

7 If yes, what do you find challenging in (or missing from) the outputs of EFSA Risk Benefit Assessments for developing dietary advice in your country or making risk management decisions?N/A NO ANSWER N/A NO ANSWER N/A N/A (from responder)N/A N/A N/A N/A We found difficulties in the determination of the age in children up to which the effects of methylmercury can be harmfulThe opinions are difficult to navigate, the text is very compact and there are relatively few headings

8 What type of output (e.g. numerical, tabular, visual, etc) would you like to see in a Risk Benefit Assessment that would be helpful to you as a risk manager?1.	Visual 2.	Tabular 3.	numerical A simplified graphical comparison of risks and benefits we could use in communication would be useful.NO ANSWER Visual additional/supporting output is generally helpful in better understanding of numerical data(REM)Visuals would definitely be very much appreciated.  Not applicable for BfRvisual output Charts (example shown in survey); Raw data/tables are great to have in order to plot the graphs ourselvesN/A It would be helpful numerical and tabular output. The use of decision trees could be helpful It would be helpful to include diagrams, figures and tables to larger extent where possible

9  Do you have any preference for the public consultation: Since the remit of the BfR lies within the area of risk assessment, not management,  this question does not fully apply. (It appears plausible, however, that public consultation should provide the opportunity for all stakeholders to be involved.)

Targeted meeting only with MS at the beginning of the Public Consultation:YES NO YES YES NO NO NO NO

No need for targeted meeting with MS (written comments sufficient):NO YES NO YES NO YES YES YES

Only one public meeting with all stakeholders: YES YES NO YES YES YES YES NO YES

Other proposals? (e.g., physical or virtual?) Physical hybrid meeting 

10 Would you be interested in engaging with EFSA in developing case studies?YES NO YES YES(TAI); NO(REM, LABRIS)YES The BfR has indicated in its answer to question 9 that scientists at the BfR would be interested in receiving training on using the updated EFSA guidance. The development of concrete case studies might be integrated into the process of training. In this context, the scientists would be interested in providing suggestions on topic examples that might be considered for case studies, and thereby in participating in the discussions in preparation of case studies.  YES YES/MAYBE YES YES NO NO NO

11 Would you be interested in receiving training on using the updated EFSA guidance?YES NO NO YES (REM, LABRIS, TAI)YES YES YES YES YES YES YES NO YES

12 Any other comments/suggestions RBA is not applied in the Czech Republic. We have answered “no” because we do not have experience on this issue, and the lack of time often prevents us from attending training. However, we find useful all the instructional material that EFSA publishes after webinars in order to study it when possible. (As it happened with the RACE tool) 

PART I – CONDUCTING RISK BENEFIT ASSESSMENTS

PART II – CONSULTING AND APPLYING PUBLISHED RISK BENEFIT ASSESSMENTS IN DECISION MAKING

PART III. CONSULTATION AND FOLLOW UP PHASES 
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