
 

 

 
 
Executive summary from 1 st expert workshop – INERIS 12-13 April, 2012 
 
The first expert meeting within the HEROIC project was organized at INERIS (Verneuil-en-Halatte, 
FRANCE) the 12th and 13th of April 2012. Experts from public institutes, academia and the 
business sector were invited to evaluate strength and weaknesses of today’s risk assessment 
procedures and data requirements and to discuss opportunities for improvement. The workshop 
combined plenary sessions for information sharing with five individual breakout sessions.on the 
following topics: Integrated risk assessment (IRA), hazard assessment for single compounds, 
hazard assessment for mixtures, exposure assessment and socio-economic aspects. The key 
insights and conclusions are summarized in the following paragraphs. 
• In theory, the potential benefits of IRA have been recognized for more than a decade. Several 

projects have been carried out including a joint WHO-IPCS/US-EPA project (2001) and a range 
of EU FP6 and EU FP7 projects. The impact of those initiatives on risk assessment has been 
limited. Today, no explicit legal mandates for IRA exist but it seems that some IRA is conducted. 
However, there is no consensus among experts about the scale of implementation achieved so 
far. This is partly because there is no harmonized definition and understanding of what IRA 
means in practice. Experts agree that the HEROIC approach differs from previous projects 
because it focuses on the integration of human health and environmental risk assessment 
including socio-economic analysis. Experts also assume that HEROIC works in a more favorable 
environment compared to previous initiatives. They anticipate that the accessibility of new data 
sets generated under REACH will facilitate the cross-comparability of human and environmental 
risk assessment data. There is consensus that real life case studies need to be developed to fully 
demonstrate the potential of IRA and maximize the potential impact on future risk assessment 
procedures. 

• In the context of IRA, hazard assessment may be more and more focused on mechanistic 
considerations (adverse outcome pathways, for instance), that will be the basis for extrapolation 
and integration. The sharing of data produced by industrials and academic research should be 
optimized, through some rewarding, for instance. Such sharing would strengthen integrated 
hazard assessment and the use of methods alternative to animal testing such as read across and 
QSAR modeling.    

• Despite considerable progress made during recent years towards the establishment of 
consistent, consensually acceptable, and practically feasible methodologies for regulatory mixture 
risk assessments, none of the proposed generic frameworks already fits all regulatory needs. 
Regulatory approaches to the problem of mixture toxicity fall into three basic categories: 
experimental whole mixture testing, component-based mixture toxicity modeling, and 
safeguarding against unwanted mixture effects by means of assessment factors. The participants 
discussed a number of developing methodologies that may help to improve these “toolboxes”. 
The TTC approach (Threshold of Toxicological Concern) has a strong potential for becoming 
regulatory reality in the near future. The same may apply to the SSD concept (Species Sensitivity 
Distribution), even if it is limited to ecotoxicological mixture risk assessments and hence of no 
direct relevance for IRA.  

• Common data/models/transversal approaches for both human and environmental risk 
assessments were discussed, including emission, environmental concentrations and fate data, 
dispersion and bioaccumulation models, uncertainty framework and conceptually top-down or 
bottom-up approaches. Validation is still an issue, since it is often only possible to validate sub-
models or to assess the numerical consistency between models. 

• “Socio-economic assessment” (SEA) can complement RA and improve the transparency and 
public trust in risk management of chemicals. However, there are still important gaps and few and  



 

 

 
fragile bridges between the two fields. By nature, SEA is focused on risks at the population levels, 
and about their impacts in terms of human well-being, or in terms of ecosystems integrity, whereas 
RA is assessing effects on organs at individual levels, in humans, or in model species. Areas of 
collaborations between SEA and RA have been identified: SEA can help RA to set priorities and 
allocate financial resources for its R&D; SEA can promote moving from a substance-by-substance 
basis to groupings into categories of chemicals that would be meaningful in a socio-economic 
viewpoint; endpoints of RA and SEA could be harmonized. 
 
 

 


