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European Union Copper Task Force (EUCuTF)
• New chairman since Sep.23: Daniele Ruccia (ERM)
• Scientific Coordinator: Eleanor Long (Battelle)
• 12 member companies

Albaugh Europe SARL Montanwerke Brixlegg AG
Cinkarna - Metallurgical & Chemical Industry Celje, INC. Nordox AS
Cosaco GmbH Nufarm Europe GmbH
Gowan Crop Protection Limited Sales y Derivados de Cobre S.A.
Industrias Quimicas Del Valles, S.A. UPL Europe Ltd.
Manica SpA Vibrantz Minerals SRL

• Objective: Renewal of approval of Copper compounds according to 
regulation (EU) 1107/2009

- Copper hydroxide Bordeaux mixture 
- Copper oxychloride Tribasic copper sulphate
- Copper(I)oxide

– Support for product authorizations
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Renewal of Approval – next round
01.01.2019

COM Impl. Reg. 
(EU) 2018/1981

Renewal approval

31.12.2025

Application for Renewal
Regulation EC 1107/2009

31.12.2022

dRAR

28.02.2021

27.03.2021

Food Law.
(EU) 2019/1381

2020 2023 2025 20262021 2022 20242019

EFSA 
Statement

HBGV 
ADI

24.05.2022

Consultation 
3rd parties

EFSA 
Conclusion 

HBGV: Health-based Guidance Values
ADI:      Acceptable Daily Intake
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EFSA/IUCLID 

• New dossier was submitted in IUCLID format.
– Whole dossier has been reconstructed; EFSA portal requirements fulfilled.

• On 16. Dec.2022 EFSA/COM asked EUCuTF to provide 5 active 
substance dossiers
– One dossier for each variant; was done after cloning
– After technical issues, deadline for submission was extended into Jan. 23

Following a letter to DG SANTE cc: EFSA, RMS in Jan. 23 the 
process was reverted to one ai: copper compounds
Technical coordination of dossier reconfiguration discussed with EFSA

4
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EFSA/IUCLID
• EFSA advised on new structure of single dossier – to include a 

surrogate active substance.
– The Cu2+ ion was chosen as the surrogate, but very careful wording was 

chosen to define this active substance in order to reflect the 5 supported forms 
of copper

• Major update of IUCLID (April/June 2023) caused significant delay 
and additional work for preparation of the combined dossier 
– Many template changes within the structure of the dossier, leading to re-writes 

of study summaries esp ecotoxicology, analytical methods

• Dossier submitted via EFSA portal on 12th July 2023.
– Dossier size is too large to export into individual instances of IUCLID

5 Business Sensitive
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IUCLID dossier structure
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 Lead product dataset – legal entity EUCuTF 

 Additional representative products – legal entity EUCuTF 

 Surrogate active substance dataset. 

This dataset contains all active substance data – owned by all 
members of EUCuTF. Legal entity EUCuTF 

 “Identity dossier” inherited templates containing confidential data for 
each EUCuTF member for each form of copper supported. Each 
identity dossier has a different legal entity as it essentially constitutes 
a Document J* 

*The common mistakes in IUCLID training session indicated that the Document J template was no longer in use 
and that individual batch data should be placed in the IUCLID templates. I specifically asked a question about 
task force data and it was suggested that this identity dossier approach was the appropriate approach as each 
would be able to have its own legal entity. 
 
 

Curenox 

Funguran 

Nordox 

Cuproxat 

Poltiglia Caffaro 

Copper compounds 
(Cu2+ ion) 

Identity dossier 1 

Identity dossier 29 
template 

6 Business Sensitive
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Expectations for evaluation

• Confirmation received that admissibility check will be received October 
2023

• RMS had issues as well with IUCLID, admissibility check not yet 
received

• dRAR not anticipated before 2025
• RMS indicates that issues will be raised as they occur, rather than 

waiting until the dRAR is produced
– Opportunity to offer further data during year

7 Business Sensitive
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Renewal of Approval – next round
01.01.2019

COM Impl. Reg. 
(EU) 2018/1981

Renewal approval

31.12.2025

MRL dossier 
Reg.EC
396/2005

SCOPAFF

28.02.2021

Product authorisation
Art.43 / 33 ?

27.03.2021

Food Law.
(EU) 2019/1381

2020 2023 2025 20262021 2022 20242019

EFSA 
Statement

HBGV 
ADI

24.05.2022

HBGV: Health-based Guidance Values
ADI:      Acceptable Daily Intake

SCOPAFF: Standing Committee on Plants, 
Animals, Food and Feed

HBM4EU ADI

Application for Renewal
Regulation EC 1107/2009

12.7.2023

Consultation 
3rd parties

dRAR EFSA 
Conclusion 

EFSA review 
of Art. 12
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Copper Indicative Timeline

CLP Revision 
process

2022 2023

Today

Consult. of 
CARACAL 

expert 
group

2024

July

Evaluation by the RMS
1 year

PPP Process

EFSA Peer-review 
and conclusion

6 months

Scopaff Discussions
Min 9 months

Draft 
RAR submission

Submission 
of the Dossier

Renewal
Public

Consultatio
60 days

RMS:
Co-RMS:

Dec Jan - Fev

Commission preparation of a 
proposal
6 months

Scopaff
Vote

Sep March DecDec

March

2025

EC 
proposal

Inter-
services 

consultati
on 3 procedures in parallel but highly 

interlinked

CLP Revision

EC 
adoption & 
early entry 
into force

Delegated Acts

SUR Revision

SUD Revision 
process

EC 
proposal

March

2026

Jan

July

EP 1st Read.
(adopt with or 

without 
amendments)

Council 1st

Read.
(approve EP 

position)
Council 

amends EP 
position

Act is 
adopted

Act goes 
to the 2nd

read.

EP 1st Read.
(adopt with or 

without 
amendments)

Council 1st

Read.
(approve EP 

position)
Council 

amends EP 
position

Act is 
adopted

Act goes 
to the 

2nd read.

Ordinary 
legislative 

procedure 1st

reading
(No time limit)

Ordinary 
legislative 

procedure 1st

reading
(No time limit)

Soil Health Law
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Active substance approval under Reg. EC1107/2009

• Hazard assessment
- Based on intrinsic properties

• Candidate for Substitution (CfS):
– Cu does  not fulfil exclus ion criteria, 

but
- Cons idered having undes irable properties

- 2 PBT criteria  
- Is s ue: PBT  as s es s ment is  not applicable 

to inorganic s ubs tances

• Correction via CLP revis ion 
underway

• Risk assessment
- Based on use pattern

- E.g. risk for aquatic organisms from use on 
vines

• Standard pesticide GD not 
applicable for Cu

• EU Commis s ion / EFSA mandate :
– EFSA Statement “transition metals”
– published in March 2021
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Ongoing revision of CLP reg. (EC) 1272/2008

• Harmonization of hazard assessment
– “one substance, one assessment”

• Delegated Act is s ued 19.Dec.2022
– Introduces  new hazard clas s es

- ED, PBT, vPvB, vPvM, PMT
- PBT criteria according to REACh provisions, 

thus excluding inorganic compounds from PBT 
assessment

• As horizontal legislation to be 
implemented in sectoral legislation, 
e.g. PPPR

11
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Ongoing revision of CLP reg. (EC) 1272/2008 (2)
• PBT assessment was developed for POPs (since 1973)

- Examples DDT, PCB…

• Not for inorganic substances like minerals:
– No increasing amounts 

- „hazard“ constant since earth exists
– Persistency is protective: Not persistent and toxic, but persistent or toxic

• Confirmed by expert group (Pellston workshop, SETAC 2003) 
– All international conventions  and laws  adopted this  and applied PBT 

as s es s ment only to organic compounds

– Same in Europe (REACH, BPR) except reg (EC) 1107/2009

• Harmonization through CLP revis ion is  expected to res ult in a renewal 
without CfS s tatus
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Questionable or false Cu statements to discredit 
organic farming?

Dt. Pflanzenschutztagung 2023:
“Cu contains a lot of As”
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SUR – Next steps

• “heavy metal” is a 
meaningless term 
according to IUPAC

• Should be avoided in 
legislation like SUR

• EUCuTF supports 
amendment to either 
remove or replace 
with CfS

Further hurdle: EU Council
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Long-term regulatory process – soil health law

• Proposed legislation issued in 2023
– EU Soil strategy for 2030 (Brussels, 17.11.2021 COM(2021) 699 final) 

- Mission board advocated to aim for 75% of the soils of the European Union (EU) to be healthy or 
improving by 2030 

– Zero pollution policy ( Brussels, 8.12.2022 COM(2022) 674 final)

– Proposal for a Directive on soil monitoring and resilience (soil monitoring law) 
(Brussels, 5.7.2023) COM(2023) 416 final
- open for consultation until 3 Nov 2023
- Annex lists copper as one of the soil contaminants

16 Business Sensitive
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Long-term regulatory process – soil health law (2) 
• JRC EU Soil Observatory Dashboard

17 Business Sensitive

Represents 1.6% of soils
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Long-term regulatory process – soil health law (3) 

• As Cu does not hamper achieving the EU soil strategy objective, why 
bother?
Being a Directive, individual Member State objectives may be different
Ongoing accumulation may be seen as making soils “unhealthier”

• EUCuTF works on demonstrating that arable soils are not 
accumulating Cu due to fungicide uses
• Could conclude that vast majority of EU soil health unaffected by Cu (>95%)

• Need to decide how to treat the part of permanent crops exceeding 
any MS trigger
• And how to avoid future accumulation
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PECsoil and potential accumulation
• “No loss” assumption too conservative

– No plant intercept
– Low export with harvest from treated plot
– Low transport to lower soil horizons

• However…
• For arable crops

– Crop rotation
– Erosion (85% of soil re-deposited)
– Export with crop harvest from total surface

- Applying “P-nutrient cycle” from JRC:
- 2640 t Cu/y removed with crops for EU27
- 300 t Cu/y removed with crops for DE

– Confirm with monitoring data
- Access to LUCAS data finally obtained

19
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Environmental Risk Assessment - Terrestrial
• GLP long-term earthworm field study continued

– New independent Expert panel of 5 independent scientists 
will be called on after 2023 fall sampling

• Other parameter measured to assess ecosystem service 
and soil health
– Soil bulk density (also suggested in soil health law)
– Water infiltration capacity
– Water Holding Capacity (WHC) (also suggested in soil health law)
– Soil penetration resistance
– Microbial biomass (also suggested in soil health law)

• No obvious influence on those parameter observed with 
increasing Cu concentration
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Phys-chem parameter long-term field study

• Soil density
 Niefern
 Heiligenzimmern

Water infiltration 
Capacity
 Niefern
 Heiligenzimmern

C = control   T1 = 4 kg/ha  T2 = 8 kg/ha   T3 = 40 kg/ha, no more application
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Phys-chem parameter long-term field study

C = control   T1 = 4 kg/ha  T2 = 8 kg/ha   T3 = 40 kg/ha, no more application
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Phys-chem parameter 
long-term field study
• Soil penetration 

resistance

 Heiligenzimmern

 Niefern

C = control   T1 = 4 kg/ha  T2 = 8 kg/ha   
T3 = 40 kg/ha, no more application
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Earthworm vineyard study – DE since 2020
• 2 vineyards  with flexible dos e s cheme  for 3 years

– Corres ponding to 28 kg /7 y with peak at 6 kg/ha
- Conc Cusoil,0-20cm: 87 mg/kg (conventional) and 113 mg/kg (bio)

Site 1:
Neckarwestheim

Applications Cu 
2020: 3 kg/ha; 
2021: 6 kg/ha, 
2022: 3 kg/ha

Additional plot 
with phyto-
extraction s eeds
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Results soil location T1 Neckarwestheim
Soil horizon: 0 – 5 cm Soil horizon: 0 – 20 cm

Observed average increase; 13 mg/kg and 10 mg/kg (phyto) 1.2 mg/kg and 5.5 mg/kg (phyto)
Expected average increase: 19 mg/kg 4.7 mg/kg
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Results soil location T2 Winnenden

Observed average increase; 21 mg/kg and -10 mg/kg (phyto) 3.9 mg/kg and 10.6 mg/kg (phyto)
Expected average increase: 17 mg/kg 4.3 mg/kg

Soil horizon: 0 – 5 cm Soil horizon: 0 – 20 cm
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Earthworm vineyard studies DE and FR

• While earthworm populations are healthy and diverse, results for soil 
accumulation is not conclusive
– Similar situation on the 2 trials running in FR

• There are surprisingly little reliable data on soil copper concentration 
increase at an average of 4 kg/ha
– What is the true long-term accumulation at that dose?

• Phyto-extraction plant concentrations is yet disappointing
– Maximum removal of 108 g/ha
– But still potential for optimization

• EUCuTF decided to extend study in DE and is likely to do so for FR
– Improved and extended soil sampling and improved phyto-remediation seeds
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Conclusion
• Renewal will not be completed before 2027

• Risk assessments improved
• Expect adequate scientific evaluation if transition metal statement is implemented

• Addressing accumulation is crucial for improving image of Cu
• Monitoring data collection and interpretation incl. Biomonitoring

• Socio-economic study shows negative impact if Cu is lost as ppp
• Effects on farm economics, organic farming and resistance management

• EUCuTF has the ambition to defend the use of copper sustainably
• Extraordinary tool deserving consideration for conventional and organic farming
• Would like to encourage dedicating part of the research funds spent on 

preserving copper as ppp 
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Thank you for your attention !
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Backup slides
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Consumer Risk Assessment
• EFSA draft opinion
• May 2022

– Public consultation ended
1. August 2022 

A refined dietary exposure assessment was performed, 
assessing contribution from dietary and non-dietary sources. 
Background copper levels are a significant source of copper. 

The contribution of copper from its use as PPP, food and feed 
additives, or fertilisers is negligible. 
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Consumer Risk Assessment
• EFSA reasoned opinion
• July 2022

Although residues in other small fruits and berries are 
minor contributors to the overall consumer exposure, a 

risk management decision has to be taken on whether it 
is appropriate to increase the existing MRLs for these 
crops, given that a potential consumer intake concern 

could not be excluded.

• Contradicting messages regarding 
the contribution of Cu fungicides to 
consumer intake!
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Consumer Risk Assessment
• Not really an issue, but…

– EFSA opinion resulted in an HBGV (ADI) of 0.07 mg/kg bw
significantly lower than the current 0.15 mg/kg bw
- Although EFSA opinion declares PRIMo not 

appropriate for Cu it will be used for renewal

– Significant discrepancy between 
- PRIMo outcome resulting in daily uptake between 1.4 und 8 mg
- Studies determining actual uptake to 1-2 mg per day

• Renewal should use the ADI of 0.15 mg/kg bw while new mandate to 
review MRLs should use the HBGV of 0.07 mg/kg bw
– Inconsistencies are programmed if conducted in this way

• With new HBGV high percentages of allowance will result, which may 
trigger raising concerns although in a perfectly healthy situation 
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