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EU Risk Assessment and Environmental Classification of HBCD (Hexabromocyclododecane, CAS-No: 25637-99-4)

Introduction

The objective of this document is to inform HBCD stakeholders on the status of the EU Risk Assessment and industry’s position concerning the environmental effects of HBCD. Industry continues to be committed to provide sound and representative scientific data to be used for the successful completion of the EU Risk Assessment (RA) and for the PBT assessment.

Status of the EU Risk Assessment

HBCD has been discussed in-depth at the Technical Meeting in September 2003 (both, the Human Health and the Environment part) and in December 2003 (Environment part). Industry has submitted significant amounts of new toxicity, fate and emission studies to the rapporteur (KemI/Sweden). This is of tremendous value because real data is used instead of conservative default values. The major finding of the new reports was that sensitisation has been excluded as a relevant end-point and that the degradation study, which demonstrates that HBCD does degrade and thus does not meet the PBT criteria, was accepted by the TM. 
Further to the technical discussions in September, industry has developed a new study proposal to address outstanding data requirements (i.e., degradation study with radiolabelled material to identify degradation products).  A new draft report on the Environment part was circulated in November 2003 and the degradation study proposal was reviewed and approved at the technical discussions in December.  In addition to data on the degradation products of HBCD, industry was requested to provide information on the persistency of the individual HBCD isomers to verify the latter would meet the “P” criteria.  The completion of the Risk Assessment is not expected before end 2004 due to the ongoing studies.  However, from our experience with Deca BDE, it is possible that a Risk Reduction strategy may be launched in advance of the Risk Assessment being complete.

Environmental classification based on aquatic Toxicity of HBCD

Industry opposes the proposed classification of HBCD as "N" (Dangerous for the Environment) with R50/53 ("Very toxic to aquatic organisms/May cause long-term effects in the aquatic environment"). The classification proposal by the Classification & Labelling group (June 2003) has been based on the effects reported for the marine algae Skeletonema costatum (Walsh et al., 1987). As a justification for the use of these data it was stated at the C&L meeting, that they had been assessed by the RA group and hence were considered to be valid for the purpose of classification. This conclusion is clearly in contradiction to the debate in the environmental session at TM I, 2003, where it was stated that the available algae studies needed to be re-evaluated (Minutes TM I, 2003). Industry is aware that data from marine species can be used for environmental classification according to Directive 93/21/EEC in support of results obtained from freshwater species as long as such data fulfil the stringent validity criteria that apply to the freshwater studies. However, industry considers the Walsh et al. study not to be valid and is of the opinion that it is therefore not suitable for classification purposes and that finally an environmental classification R50/53 triggered by this study cannot be justified. Since 3 valid acute ecotoxicity studies covering 3 different trophic levels (fish, daphnia, algae) are available which all show no adverse effects at the concentrations tested, we believe that  no classification on acute effects is necessary. If the present valid data on the freshwater algae toxicity is regarded as not being sufficient for the purpose of environmental classification and risk assessment, industry would be ready to perform additional relevant and representative tests. 

The validity of the Walsh study was re-opened at TMIII 2003, however industry could not fully convince the TM to invalidate the study. Industry will voluntarily conduct a new algae study, meanwhile the proposed classification is agreed by the TM. As a second step industry will test polystyrene foams to avoid  classification of EPS/XPS.

PBT Discussion of HBCD

The key question for the PBT or vPvB assessment of HBCD is, whether HBCD is persistent or not. With respect of the basic elucidation of the environmental fate of HBCD, industry has already performed a number of extensive simulation studies. These studies followed the corresponding OECD protocols 307 and 308 on soil and water/sediment biodegradation, and were carried out under aerobic and anaerobic conditions, with active as well as with inactivated microorganisms. The major objective has been to investigate the disappearance of the parent material over time, and to gain information on the degra​dation kinetics. In our view, the data from  these studies clearly demonstrate that HBCD does not fulfill the “P” criterion according to the EU Technical Guidance Document since anaerobic and aerobic sediment half-life times were between 1.1 – 1.5 and 11 – 32 days, respectively. This is definitively below the trigger value of 120 days for “P” with respect to the sediment compartment. Furthermore, no brominated degradation products could be detected at study termination. Additional data was requested with regard to degradation products of HBCD. Industry agreed to conduct the study.
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