
In conclusion,even if guidancefor the risk assessmentfor metal and metal
compoundsare scientificallybased, somescientific and practical issuesunder
REACHprovisionsare currently still matters of debate.

Discussionon inter-SIEFsdata sharing, data to be used as key values,
methodology to derive consistentPNECsfor one metal are on-going against
deadlinesand the safetyof the environment.

Theclockmaybe ticking but too muchhastecould leadto biaiseassessments.
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1.Regulatory and scientific background

Because metal and metal compounds can occur in the environment through different species or oxidative states, the methodologyfor their risk assessment differs from other chemicals. In 
this context fulfilling REACH information requirements and performing an appropriate CSA/CSR become challenging.

It is a step-wise approach where at the end of each step a risk ratio is calculated. If the risk is not acceptable the next stepis taken using new physico-chemical, bioavailability and 
biogeochemical data. Two methodologies exist, the total risk approach and the added risk approach depending on the assumed effects of the background concentrations in the environment 
(MERAG, 2007). Certain metals have been assessed at the EU level under Existing Substances (Council Reg793/931/EEC) but this was a long process (e.g. 8 years for Zn compounds) under 
REACH a more efficient process is required due to regulatory deadlines. REACH provisions promote also these methodologies.

REACH provisions demand to share all data available to build proper risk assessment of chemicals. Data are thus shared withinSubstance Information Exchange Forum (SIEF) based on 
substance sameness in order to gather all data available for a substance. Currently different SIEFs have been formed according to metal and metal compounds substances but not according to 
the metal by itself. But how can risk assessment will be achieved under REACH if not all data on metal and metal compounds are gathered in case of risk issues?

The outcomes from these scientific approaches for risk assessment of metals in data sharing within SIEFs and submission process will be outlined in this poster.

Case study- Aluminium ammonium (bis)sulfate
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Tiered approach strategy  for hazard assessment
�‡Create limited set of studies on aluminium 

ammonium (bis)sulfateto evaluate potential for 
read across.

�‡Consider toxicity of dissociation products (Al salts 
and NH4) salts (data rich ) at a range of pHs to fill 
remaining endpoints on environment and 
ecotoxicology.

�‡Check that worst case studies at pH 6 and 8 cover 
90-95% of European waters in technosphere.

Ongoing issues
�‡Methodology to derive PNECs: derivation of two 

PNECs at pH 6 and 8, SSD approach...?
�‡Harmonisation between the different Al salt 

producers to derive consistent PNECs?
�‡General agreement to be found for sharing data 

between SIEFs: confidentiality, sharing point 
development, estimation of study cost...

Relevant substances for REACH : Al and NH4. Toxicitydependson speciationaccordingto pH 
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Step 1: this first step aims to identify any relevant existing harmonisedC&L(both
specificor groupingclassification); this screeningapproachwould allow to propose
potential read-acrosscandidate

Step 2: physic-chemistry properties need to be performed on the substanceto be
registered as such in order to take into account the non-metallic contribution to
potential hazardof the registeredsubstance. Thedata gapanalysisshallconsiderthe
form andphysicalstateof the substancein whichit isput on the marketandin whichit
canbe reasonablyexpectedto be used. Specifically,water solubilitytestingneedto be
carriedout with considerationon UNguidanceon transformation/dissolutionof metals
and metal compounds; emphasisis put on identification of the dissolvedform of the
metal followingthe dissolutionof the registeredsubstance

Step3: this step addressesthe chemicalspeciationof the metal in the environment
following the releaseof the registeredsubstance. Literature searchand monitoring
data can act as significant input to understand conversionreactions of the metal
following substancerelease. Particular attention shall be given also to treatment
before releaseinto the environment. Someadditional provisionsare provided BAT
Referencedocuments

Step4: this final step aimsto definitively identify the bioavailableforms of the metal
and by-products of the substanceonce released into environment. The overall
conclusionsis that the effectsof the registeredsubstanceareexpectedto be the result
of the exposureto the bioavailableforms of the metal and by-products rather the
exposureto the substanceassuch
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