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1. BACKGROUND

On 17 October 2011, the Kingdom of Sweden has notified the Commission of its intention
to reduce its national provision on the cadmium content of mineral phosphate fertilisers
from 100 mg Cd/kg P to 46 mg Cd/kg P.

Current EU legislation concerning fertilisers (in particular Regulation (EC) No 2003/2003)
does not contain limits on the content of cadmium. In accordance with Article 114 (5)
TFEU, Member States are not free to impose limits on cadmium in fertilisers within the
scope of the EU fertilisers legislation. However, derogation for introducing national
measures may be granted when a Member State provides new scientific evidence relating
to the protection of the environment or the working environment on grounds of a
problem specific to that Member State arising after the adoption of the harmonisation
measure. A risk assessment report was submitted by the Swedish authorities in support
of their request for derogation.

The Commission must decide on the Swedish notification within six months with a
decision on whether or not to grant derogation. If justified by the complexity of the
matter and in the absence of a risk to human health, the Commission may prolong the
period of examination by a further 6 months.

It should be noted that Austria, Finland and Sweden currently have already obtained
derogation for setting limits on cadmium in fertilisers that were granted by the
Commission on the basis of a CSTEE opinion of 2002 on national risk assessments.
Information on the risk assessments carried out by several Member States are available
at:

http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-
chemicals/fertilisers/cadmium/risk-assessment _en.htm

Following an initial screening of the documents submitted by the Swedish authorities,
risks for aquatic organisms living in extremely soft waters have been identified The
scientific basis of the report should be carefully examined to determine whether the
justification submitted by Sweden in support of its request does actually contain evidence
that is new (i.e. has arisen after 2003, the date of adoption of the EU Regulation on
fertilisers), and relates to the protection of the environment or the working environment
on grounds of a problem specific to Sweden®.

We therefore request that the report should be submitted to SCHER for an opinion. In
order to respect the legal deadline of 17 April 2012, an opinion of SCHER would be
needed for 31 January 2012

2. TERMS OF REFERENCE
SCHER is requested to:

1. Assess the overall scientific quality of the Swedish report and identify any significant
deficiencies.

2. Comment on appropriateness of the scenarios studied, and on the reliability and
validity of the conclusions concerning the identified risks for the environment, or if
relevant, the working environment, that are specific to Sweden.

! The report submitted by Sweden does also consider risks to human health - however,
examination of these is not relevant for requests submitted under Article 114 (5) TFEU.
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3. SCHER should in particular evaluate whether the assumptions made in the Swedish
report (i.e. that no cadmium is absorbed during its passage through the subsoil and that
the dilution factor is low compared to the dilution factors proposed in Technical Guidance
Document (2003)? are appropriate for calculating risk in the Swedish environment. (See
conclusions of Annex V of the Swedish report).

3. OPINION

3.1. Overall scientific quality of the Swedish report.

Assess the overall scientific quality of the Swedish report and identify any significant
deficiencies.

In general the risk assessment report prepared by the Swedish authorities is of good
scientific quality. SCHER mainly based this opinion on the information provided in Annex
5 (Bilaga 5, H. Parkman, January 2011). It provides an overview of existing information
on the ecotoxicity of Cd summarized in comprehensive reviews (e.g. EU RAR 2007 and
others) and some new, more recent data (including field observations) relevant for the
risk assessment of cadmium. However, the report contains a number of statements
and/or assumptions which are not supported by sufficient evidence. For example the
observations given in the fish monitoring studies (page 9) assume a cause-effect
relationship although this assumption is not proven. Another example is the assumption
of the dilution factor (= '2) used to calculate the Cd concentration in the surface waters
of brooks (which is central to this risk assessment). Indeed, the Cd concentration in the
brook receiving drainage water is based on a 1:1 dilution of drainage water with brook
water upstream of the emission point; no scientific evidence or justification is given to
support this factor.

3.2. The scenarios studied and the conclusions.

In general the scenarios studied are appropriate and most parameter values used in the
scenarios are acceptable. However, for some scenarios the conditions used for the
calculations can be questioned. For example, the calculations presented in Scenario 6
(page 26, Table 7) and made for Class PAL II soils is poorly representative as it
corresponds to phosphorus application used in less than 25% of the Swedish soils (page
18, Figure 4 of the Bilaga 4: Sternbeck and Eriksson, January, 2011). Also the
calculations of the surface water concentrations in the brooks after drainage (page 26,
Table 7) seem problematic and the proposed levels do not correspond with the measured
concentrations given elsewhere in the report (page 7). The reason for this discrepancy is
the assumed (but not substantiated) low drainage/brook dilution factor (cf. above). In
addition, the representativeness and ecological relevance of the described scenarios, with
just a 1:1 dilution of the water drained from P-fertilized agricultural soils into the brook is
unclear, particularly due to the low percent of arable land (about 7% of the total country
area) and because the RCRs are for Cd concentrations maintained in time or equivalent
to annual averages (PNEC equivalent to the AA-EQS under the WFD).

The PNECs used in this risk assessment are those suggested in the EU RA on Cd (2007)
(and also in the WFD context), and as such can be supported by SCHER. The presented
RCRs are thus solely dependent on the exposure assessment, i.e. the predicted Cd
concentrations in Swedish surface waters. Since the latter are dependent on the above
mentioned, unsubstantiated soil/brook dilution factor, SCHER does not support the RCR
for brooks presented in the report.

2 http://ihcp.jrc.ec.europa.eu/our activities/health-env/risk assessment of Biocides/doc/tgd/tgdpart2 2ed.pdf
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3.3. Evaluation of the assumptions.

As mentioned above, most assumptions used in the calculations seem valid (although
sometimes worst-case). However, SCHER does not agree with the assumption that there
is no adsorption in the soil. This will only occur when the soil is already heavily
contaminated and no net adsorption occurs at steady state, which is currently not the
case in most Swedish soils. The report also assumes that there is no Cd adsorption in soil
occurring deeper than 30 cm; this is also not the case. The latter thus makes that the
predicted concentrations in the brooks are over-estimated. Finally, as mentioned above,
the soil/brook dilution factor is not substantiated by robust scientific evidence. As such,
SCHER cannot support the RCR (Table 7) given in the risk assessment report. Overall,
the SCHER does not consider the assumptions made in the Swedish report as appropriate
for calculating risk in the Swedish environment.

3.4. Retro acta: additional information on this issue.

SCHER notes that the CSTEE (2002) has published an opinion on the relationship
between Cd concentrations in fertiliser and expected Cd concentrations in European soils.
The SCHER confirms that these calculations and conclusions are still valid (including for
Swedish agricultural soils). However, it is important to recognize that the CSTEE opinion
(2002) was based on a stand-still principle, not on a risk assessment as performed in the
present opinion.

4. REFERENCES

EU 2003: http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-
chemicals/fertilisers/; accessed January 9, 2012
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