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European Union Copper Task Force (EUCuUTF)

12 Mitgliedsfirmen

Albaugh Europe SARL

Cinkarna - Metallurgical & Chemical Industry Celje, INC.
Prince Minerals SRL

Industrias Quimicas Del Valles, S.A.
Isagro S.p.A.

Manica SpA

Montanwerke Brixlegg AG

Nordox AS

Nufarm GmbH & Co KG

Sales y Derivados de Cobre S.A.
Spiess-Urania Chemicals GmbH
UPL Europe Ltd.

* Zlel: Erneuerung der Genehmigung des Wirkstoffes
Kupferverbindungen nach Verordnung (EG) 1107/2009

- Kupferhydroxid Kupferkalkbrihe (Bordeaux mixture)
- Kupferoxychlorid Dreibasisches Kupfersulfat
- Kupfer(l)oxid

. — EUCUTF macht gleich weiter...
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HBGV: Health-based Guidance Values
ADI:  Acceptable Daily Intake

SCOPAFF: Standing Committee on Plants,
Animals, Food and Feed
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Durchfuhrungsverordnung (EU) 2018/1981

* Verwendung bis maximal 28 kg Cu / Hektar in 7 Jahren

- Entspricht einem Mittelwert von 4 kg Cu / ha und Jahr
- Erlaubt im Prinzip flexible Dosisraten
- Keine Maximalrate flr ein bestimmtes Jahr

* Erneuerung fur Cu als Substitutionskandidat (CfS)
- Genehmigung nur ftr 7 Jahre
- Vergleichende Bewertung der Mittelzulassung auf Landerebene

» Mitgliedsstaaten haben zu achten auf...

— Sicherheit fir Anwender
— Nichtzielorganismen (Wasser, Boden, Vogel, etc..)

. — Reduktion auf Mindestmal3 der effektiven Dosis notwendig
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Vom Hof auf den Tisch U

1. Ziel

3. Ziel

Der Einsatz von Pestiziden in der Landwirtschaft flhrt zur Verschmutzung von Boden, Gewassern und der Luft.
rssion trifft Mainahmen zur

» Halbierung der Verwendung und des Risikos chemischer Pestizide bis 2030 und zur
» Halbierung des Einsatzes gefahrlicherer Pestizide bis 2030.

Der ubermaRige Nahrstoffeintrag in die Umwelt ist ein wesentlicher Faktor der Luft-, Boden- und
Gewasserverschmutzung;

er gefahrdet die biologische Vielfalt und leistet dem Klimawandel Vorschub. Die Kommission trifft
daher Maltnahmen zur

» Verringerung der Nahrstoffverluste um mindestens 50 % unter Vermeidung rlcklaufiger
Bodenfruchtbarkeit sowie zur
« Verringerung des Diingemitteleinsatzes um mindestens 20 % bis 2030.

Die auf den Einsatz von Antibiotika bei Mensch und Tier zurlickzufihrende antimikrobielle Resistenz ist ursdchlich flr
jahrlich ca. 33 000 Todesfalle in der EU. Die Kommission wird den Einsatz von Antibiotika in Viehzucht

und Aquakultur bis 2030 um 50 % senken.
m Europaische
Kommission

Der okologische Landbau ist eine umweltfreundliche Praxis, die weiterentwickelt werden muss.

Die Kommission fordert die Ausweitung des dkologischen Landbaus in der EU mit dem Ziel,
is 2030 ein Viertel der gesamten landwirtschaftlichen Flache 6kologisch zu bewirtschaften
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4. Ziel: 25% okologischer Landbau bis 2030

European Union: Growth of the organic agricultural land and
organic share 1985-2018, Projection 2030

Source: FIBL-IFOAM-S0EL-Surveys 2001-2020, FiBL projection
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1. Ziel Reduktion chemischer Pestizide
Target 1: 50% reduction in use/risk HRI Groups and Categories

v

« Measured using HRI 1
- Based: Sales data (Reg 1185/2009)

« Active substances divided into 4 groups

HRI 1 — Progress to date

EU-28 HRI1, 2011-2018

« (1) Low-risk 1, (2) standard 8, (3) CfS 16, (4) non-approved 64

120

« Weightings assigned to each group e~

Target 2: 50% reduction in CfS .

« Why?: CfS are the most hazardous approved PPPs. Therefore, reducing
their use will significantly reduce risk

T T T T T
2011 201z 2013 2014 2015 201s 2017 2018

_ _ Quelle: , ——
- Apprﬂval C’f |DWEF I'ISI( alternﬂtIVES A Owen anﬁths Trend in Harmeonized Risk Indicator 1 for the EU-28 from 2011-2018
SANTE E3 ’ Year 2'?]“:5;?2"0”133 2011 | 2012 | 2013 | 2014 | 2015 | 2006 | 2017 | 2018
« CfS comprise 1/7 of all approved active substances ABIM 2020 gl I (N A AN N N B




EUROPEAN UNION COPPER TASK FORCE

Substitutionskandidat (CfS) unter EG 1107/2009 &k

* Cu als CfS gelistet aufgrund zweier PBT Kriterien:
Persistenz v Bioakkumulation Toxizitat v

* PBT ungeeignet als Test fur Gefahrenpotenzial von anorganischen
Stoffen (entwickelt fur POPs!)

»REACh & BPR nehmen Anorganische Stoffe von PBT Test aus

» Kriterien fur Wirkstoffe mit geringem Risiko nach (EU) 2017/1432) nimmt
Mineralien von «Persistenz» aus!

- EUCUTF hat gegen (EC) 2015/408 und Kategorisierung als CfS
geklagt

I »Anhohrung vor dem EU Gerichtshof fand am 27. Okt. 2020 statt
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Substitutionskandidat (CfS) unter EG 1107/2009

ORGANICS
100 =——

- EUCUTF hat ,offensichtlichen Fehler® aufgezeigt N\ e

— Wissenschaftlicher Konsensus zur Persistenz
- PBT Arbeitsgruppe von ECHA

Compound Remaining

- SETAC Workshops N oo
 Alle nationalen und internationalen PBT °
Bewertungen beschranken sich auf organische . '
Molekule I
- EU Kommission bestreitet das und beruft sichnauf © |\
,weites Ermessen” bei einzelner Verordnung - N

Time

> DaS U rte I I WI rd fu r Anfan g 202 1 e rwartet Figure 2.  Persistence shown as percentage of organic and metallic compounds
remaining as a function ofreac‘tion timt;.
Human and Ecological Risk Assessment: Vol. 4, No. 3, pp. 605617 (1998) _
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Substitutionskandidat (CfS) unter EG 1107/2009

100 =———_
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Brussels, 14.10.2020 COM(2020) 667 final rant

COMMUNICATION FROM THE COMMISSION TO THE EUROPEAN PARLIAMENT, THE
COUNCIL, THE EUROPEAN ECONOMIC AND SOCIAL COMMITTEE AND THE COMMITTEE
OF THE REGIONS Chemicals

-adable

Strategy for Sustainability Towards a Toxic-Free Environment o

2.3. Simplifying and consolidating the legal framework The EU regulatory framework for hazard __, .
and risk assessment and management of chemicals is comprehensive and complex...... A key
ambition of this strategy is to ensure simplification of this framework, as well as the consolidation :';ﬁnm;i—l_—;-&—d%:—"-q-
and full implementation of the EU rules on chemicals.

2.3.1. One substance, one assessment | Salt
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»Das Urteil wird fur Anfang 2021 erwartet | | o
Figure 2. Persistence shown as percentage of organic and metallic compounds

remaining as a function of reaction time.
Human and Ecological Risk Assessment: Vol. 4, No. 3, pp. 605617 (1998) _
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i;k Cu Y
EFSA Mandat 2019-0159 o
Curmulative risk Cumulative risk
. . . af deficienc of toxicit L
Statement on the derivation of I~ N
Health-Based Guidance Values | /
(HBGVs) for regulated products that |
- £ 50 \ i
are also nutrients : 0
EFSA Scientific Committee ; e

Simon More, Vasileios Bampidis, Diane Benford, Claude Bragard, Thorhallur Halldorsson, Mormal homeostasis 1
Susanne Hougaard Bennekou, Kostas Koutsoumanis, Kyriaki Machera, Hanspeter Naegeli,
Sgren Nielsen, Josef Schiatter, Dieter Schrenk, Vittorio Silano, Dominigue Turck, Maged
Younes, Peter Aggett, Jacqueline Castenmiller, Alessandra Giarola, Agnés de Sesmaisons
Lecarré, José Tarazona, Hans Verhagen and Antonio Hemandez-Jerez. Figtre 1: 4 theoretical representation of the percentage of the population at risk of deficency

toxicity effects according fo the dietary intake of 8 nutrient, adapted from (FAQYWHO, 2002 ),

Intake

Abstract

This Statement presents a proposal for harmonising the establishment of Health-Based Guidance Values

(HBGVs) for regulated products that are also nutrents. This is a recurrent issue for food additives and

pesticides, and may occasionally occur for other regulated products. The Statement describes the .

specific considerations that should be followed for establishing the HBGVs during the assessment of a [ KO n S u Itatl O n : S e pt . 2 O 2 O

regulated product that is also a nutrient. It also addresses the elements to be considered in the intake

assessment; and proposes a decision tres for ensuring a harmonisad process for the risk characterisation

of regulated products which are also nutrients. The Scientific Committee recommends the involvement ° M an d at E n d e . 30 A r 20 20
of the relevant Panels and units, in order to ensure an integrated and harmonised approach for the . . p .

hazard and risk characterisation of regulated products that are also nutrients, considering the intake

from all relevant sources.
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EUROPEAN COMMISSION

HEALTH AMD FOOD SAFETY DIFECTORATE-GENERAL
m Food and feed safety, moovation

The Director

Bmssels,
SANTEE4/EL/ed(2020)2500372

Dear D Ul,

Subject: Request to EFSA for a mandate to the Scientific Committee on an
Acceptable Daily Intake (ADI) for exposure to copper

Copper (Cu) 1s an essential nucronutrient for all living organisms, including humans.
However, excessive exposure to this micromutrient can lead to adverse effects on health.

In the context of the peer-review for the active substance copper compounds in plant
protection products under Regulation (EC) No 1107/2009, published on 16 January
2018', EFSA confirmed its earlier position from 2008 as regards a reference point (RP)
of 0.15 mg Cu'kg bw per day (1.e. 10 mg/day for a 70-kg adult) to denve an Acceptable
Daily Intake (ADI) for exposure to copper of 0.15 mg Cu'kg bw per day (1.e. 10 mg/day
for a 70-kg adulf). This 15 in line with the values established by the WHO for copper
upper level intake (WHO, 1996)° based on human data for infants (adults: 0.20 mg Cukg
bw per day and mnfants: 0.15 mg Cukg bw per day). EFSA considered that this value is
supported by animal data (20-day rat study) with a NOAEL of 16 mg Cuwkg bw per day;
applying a standard uncertainty factor (UF) of 100.

In confrast, a different conclusion was reached in 2003 by the Scienfific Committee on
Food (SCF)’ who derived a Tolerable Upper Intake Level (UL) of 5 mg Cwday for
adults.

EUROPEAN UNION COPPER TASK FORCE

4, Presentation of the Mandate

The mandate received from EC was presented to the WG. In brief, the mandate tasks EFSA (i)
to provide a scientific opinion on an Health Based Guidance Value (HBGV) for copper that can
be used by the Commission as a reference value in managing copper-containing regulated
products and (ii) to perform a new estimation of copper intake, taking into account all sources
of exposure and by integrating different approaches and scenarios and all new data available to
EFSA for the estimation of exposure, and to assess the contribution from all major sources of
exposure, including pesticide residues, to the overall copper intake.

« KOnnte In einem reduzierten
Referenzwert (ADI?) enden

« Konsultation: June 2021
« Mandat Ende: 31. Dez 2021




SRR ey Statement of the PPR Panel on a

framework for conducting the
EFSA Mandat 2019-0085 environmental exposure and risk
assessment for transition metals
when used as active substances in

» Konsultation: Sept. 2020

— EUCUTF hat ausfiihrlich kommentiert plant protection products (PPP)
] Mandat Ende 28 Feb 2021 f::h?:nfmmmtwmumwmmmﬂﬂrﬁadua{m}]

—15. Arbeitsgruppentreffen am 6. Nov. 2020

The Eurppean Comimission asked the Europsan Food Safety Authority (EFSA) o prepare a
statement on & fremework for the envvisonmental risk assessment (ERA] of tramsition metals
used as adive substances in plant protedion products. Mon-degradability, essentiality and
spedfic conditions affecting fate and behaviour as well s toxddby are distinctive charadteristics
nit covered Incurment guidance for plant protection products.

o 1 1 The proposed risk assessment framework starts with a preliminary phase, wher itord

¢ EUCUTF begrUBt dle EntWICklung -:IaEl|:i1h'ar'ﬁ‘l:h:ﬂlir;;amhhrﬁemﬁawlmnmwtauznprpﬂm;agmwm:edfmne?ﬂhg
the mezl natural badkground and anthropogenic residues levels to be cnsidered in the
exposure m@iculatons. A first assessment step is then performed following current EFSA
1 o 1 proroaches ming that reskd fully bicawailable. Should the first step fail, refined
- Blove rfugbarkelt aEFU’uGI‘l in ﬁratélpggmma ra:lﬂiﬁ:aﬂﬂ:dw. Miodels as swggested by the European
Chemicals Agency (ECHA) can be implemented; however, non-equilibrium conditions need to
. . .. be considered, Simple models that are fit-for-purpose should be employved In order to avold
—_— MeSCESSary plexdiy. Exposure models and scenarios i nead o be adapted to address
SpeZIa‘tlon (NOrma“Slerung Von Da'ten) hm& mmmgmﬂrm'mmlzrmaﬂﬁammbmtmﬁehteam
behaviour of fransiton metaks In waker, sediment and soils. All developments need o follow
. current EFSA guidance douments, InCluding the PPR Panel Opinion on Good Modelling

— Adaptierte Modelle pracice.
p Conclusions on low risk in ERA should be taken based on suffickent certainty and the available

sohentific knowiedge o adequately cover the protection goals. I higher Tier approaches have
been wsed in the assessment supporting authorisation of FPP containing metals, post-

registration monitoring and oontrodied long-term studies should be conducted and assessed.
Utllsation of the same mansiton metal in another PPP or for other uses will lead to
acmurmulation in environmentzl sinks. In general, it has to be considered that the prospective
ERA of non-degradable compounds can anby cover a defined perlod due to the limitations In
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EFSA Mandat 2019-0085 - Kupfer-Statement
* Aber...

— (This) is a scientific output in the form of a concise document that does not go into
the same level of detail as an Opinion/Guidance (1015t PPR meeting minutes).

- Akzeptanz in Mitgliedslandern? Wird ein GD entwickelt?
— Unrealistischer Tier 1 (Alles bioverfugbar)

— Monitoring (Datenzugang?)
- Persistenz / Akkumulation
- Undifferenziert und z.T. Gberbewertet (siehe z.B. LUCAS Daten zu européaischen Boden)
— Modellentwicklung
— Unsicherheit
— Anspruchsvoller Zeitplan...

 Dokument hatte etwas weilter in die Besonderheiten flr essentielle

. Metalle gehen konnen (,U"- Beziehung, Homeostase...)
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i;k Cu : 4
Neue Lebensmittelverordnung (EU) 2019/1381
Timelines before submission for Renewal
. UmSte”Uﬂg -challenging for Candidates for Substitution
® Ve o rdnung (E U) Notification of studies to EFSA database b ;\_/2‘_/}_/2‘_/;\_/}_/;\_/;\_/\_2\_/2\_/
2 O 2 O / 1 7 40 Pre-submission advice :
—23.Nov.2020 & Pﬁﬂfﬁﬁ"l w i
» Prozedur Submssiono |
— Transparenz }
* Dossier Format . s g | heute ) Months
* Zeltplan [ l
. . Cu Dossi
« Tritt in Kraft; - 31 19 5099 Quelle:
. “Sludes | T oA 1o Applcant M. Griffiths,
—27. Marz 2021 studies ABIM 2020
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Nichtzielorganismen - Regenwurm

* GLP Langzeit-Feldstudie weitergefuhrt
— Resultate fur 17 Jahre ununterbrochene Cu Applikation
— Expertenpanel eingeladen

- Ist die Okosystemdienstleistung noch gewahrleistet?

 Zusatzliche Laborversuche mit A. caliginosa

* Neue Monitoringstudien in Weln

— 2 Standorte in DE, mit flexibler Dosis Uber 3 Jahre
- Entsprechend 28 kg / 7 Jahren mit Spitze bei 6 kg/ha
- Zusatzlicher Phytoremediation Plot

— Regenwurmpopulation, Bodenkupfer
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Fazit

* Aufregende Zeiten....
* Entscheidung Substitutionskandidat oder nicht
* Neuer Bewertungsansatz, neuer RMS/Co-RMS (IT/PL)
* Neue Prozedur, neues Format fur das Dossier

e ...unter hohem Zeitdruck

 Die EUCUTF iIst von der Sicherheit und den Vorteilen der
Kupferprodukte Uberzeugt

* Die Erneuerung der Genehmigung des Wirkstoffes Kupfer als klares Ziel

» Und hofft das eine adaquate Risikobewertung dann auch zu einer

. Imagekorrektur fihren wird
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Vielen Dank !




