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ACUTEX: Background and Description

Methodology to Develop Acute Exposure Threshold Levels in case of Accidental Release

EU-Funded Research (5th Framework Programme)

General project description.

ACUTEX is aimed at the development of innovative approaches to derive Acute Exposure Threshold Levels (AETLs) that could be used for emergency planning and land-use planning under the Seveso II Directive (96/82/EC) addressing the prevention and limitation of the effects of major accident hazards.

The project is expected to benefit control of major hazards in European Union Member States in a number of ways.  In particular, it could foster a long-term and sustainable collaboration across the European Union in the establishment of acute exposure levels and development of supporting scientific information.  In this way it will also nourish efforts to provide greater consistency and transparency in implementation of the Seveso II Directive across the Member States.  Specifically it will contribute to the development of common scientific bases for assessing risks and making risk management decisions.  

Project background.

In May 2001, a workshop was held to discuss how the EU should address its participation in acute exposure level setting, taking into account the U.S. Acute Exposure Guidelines Levels (AEGLs) programme. At the workshop the participants agreed that:

· an urgent need exists for internationally accepted acute exposure values.
·  that the efforts of individual Member States to develop acute exposure levels for emergency response or land-use planning in Europe could benefit from the sharing, at a European level, of scientific data and common principles of extrapolation for producing such levels, under the umbrella of a common exposure development programme. 
·  a Europe-based team should be formed that would work towards achieving a common European view in regard to acute exposure levels.  This proposal was envisioned as a first step towards establishing a European level participation in acute exposure level development. The European team would involve experts from major stakeholder groups, including regulators, industry and public expert organisations. The shape and direction of future European collaboration, and co-ordination with international partners could be decided at a later date if the outcome of this initial effort were to be judged successful.
Based on these agreed conclusions, the ACUTEX project was proposed.  Its aim is to develop a system for using existing toxicological data and reports in deriving acute exposure values. 

Project structure

The project is a shared-cost action funded under the European Union’s Fifth Framework programme of Research.  The project has 9 partner organisations, in which government, research and industry are all represented.  It is managed by INERIS (Institut National de l’Environnement Industriel et des Risques). 

In summary, the partners are :

· Institut National de l’Environnement industriel et des Risques -- INERIS

· the Major Accident Hazards Bureau (MAHB) of the JRC -- European Commission

· the Federal Institute for Risk Assessment (BfR) -- Germany

· the Health and Safety Executive (HSE) -- United Kingdom

· the Catholic University of Louvain (UCL) – Belgium

· the Institute for Prevention and Worker Safety (ISPESL) – Italy

· the European Chemical Industry Council (CEFIC)

· the European Centre for Ecotoxicology and Toxicology of Chemicals (ECETOC)

· the Ministry of the Wallonne Region (MRW) – Belgium

Work Package (WP) Structure

The project has the following WP structure (WP Number, Leaders and title):

WP1 – A Pichard (INERIS) – Project Management

WP2 – P Ridgway (HSE) – Criteria to develop the list of priority substances and data needs

WP3 – C de Rooij (ECETOC) – Thresholds and Human Health endpoints definitions

WP4 – U Gundert-Rémy (BfR) – Definition of sub populations and use of specific extrapolation

             factors

WP5 – F Bois (INERIS) – Dose-Response Modelling

WP6 – A Pichard (INERIS) – Methodology to develop EU AETLs - Case Studies

WP7 – R Gowland/S Cassidy (CEFIC) – Valorisation/Dissemination

WP8 – M Wood (JRC-MAHB) – Critical Review Panel

Project timeframe

The project has a duration of three years with an official start date of December 2002.

Project deliverables

ACUTEX is intended to develop a methodology and guidelines for establishing European acute exposure levels that allows for sharing of common scientific data and common principles of extrapolation among Member States.   It is expected that the project will create a complementary system to the US AEGLs programme that also meets needs specific to European users.   To meet this goal, the project plans to generate the following deliverables:

· A methodology for deriving acute exposure threshold levels (AETLs), that will be explained in a Technical Guidance Document (TGD) and associated software, which will be available on the ACUTEX website (http://members.acutex.info). The TGD will also include criteria for developing priority substances, threshold and human health endpoint definitions, definitions of sub-populations and extrapolation factors, and a methodology for computing dose-response relationships.  The methodology will take account of the methodology already established under the US AEGLs programme.

· Case studies, which will generate acute exposure levels for 21 different chemicals, in order to validate the methodology.

· A final report synthesizing comments and recommendations from stakeholders as well as the project’s Critical Review Panel.
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