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	2100
	Date: 2019/05/20 09:42

Content:
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: ESA- European Seed Association

Org. country: Belgium

Attachment:



 
	Comment:
The detailed input of ESA in the public consultation is submitted through a report at section IV.


	
	
	Answer to specific info request 5:
The detailed input of ESA in the public consultation is submitted through a report at section IV.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2101
	Date: 2019/05/15 16:51

Content:
Scope or restriction option analysis;
Environmental emissions;
Information on costs;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Südwestdeutscher Fußballverband

Org. country: Germany

Attachment:


 
	Comment:
-


	
	
	Answer to specific info request 2:
a.: Nach neueren Erkenntnissen werden zwischen 0,25 t/a und 5 t/a in Deutschland an Befüllungsgranulat pro Kunststoffrasenfläche verwendet (Fraunhofer 2018, S. 11). Das entspricht einer Gesamtmenge von ca. 7.500 bis 9.900 t/a. 
b.: Nach dem aktuellen Forschungsstand besteht nach Kenntnis des DFB ein hohes Maß an Unsicherheit darüber, wie und in welchen Mengen das als Mikroplastik definierte Granulat auf Sportplätzen in die Umwelt freigesetzt wird. Nach den uns zur Verfügung stehen-den Informationen gibt es große Unterschiede bei der Einschätzung der Menge an Mikroplastiken, die in den einzelnen Mitgliedstaaten oder in der EU/EWR als Füllmaterial für Kunstrasen verwendet wird. Insbesondere Umfang und Methodologie der Forschung in diesem Bereich sind bisher noch wenig standardisiert und nachvollziehbar. Der DFB geht davon aus, dass der Anteil des Eintrags von Mikroplastik über Kunststoffrasenplätze je nach Mitgliedstaat ca. 1 bis 3 Prozent im Verhältnis zum Gesamteintrag beträgt. Demnach ist der Umwelteintrag verglichen mit anderen Hauptquellen relativ gering (Europäische Kommission 2018, ii)).
c.: Gezielte Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt bereits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaustrags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmatten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sportplätze (z.B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer starken Verringerung des Austrags von Mikroplastik beitragen. 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alternative Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben werden können. 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alternativen qualitäts- und kostenmäßig (z.B. hinsichtlich der Bespielbarkeit und Lebensdauer) vergleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbar-keit oder das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen Alternativfüllungen verändert (Plan Miljø Studie 2017). Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alternativer organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplätzen, die ohne Füllstoffe auskommen. Sowohl eine wissenschaftliche Folgenabschätzung als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind eine zentrale Forderung der von der Thematik betroffenen Sportverbände in Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunststoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mittel- bis langfristig erarbeitet und bereitgestellt werden können.
d.: In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb gemeldete Kunststoffrasenplätze (DFBnet), sowie ca. 1.000 DFB-Minispielfelder. Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunststoffrasenplätze von Grund auf erneuert. Hinsichtlich der bestehenden Plätze dürfte eine Umstellung auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommunen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei einem vollständigen Ver-bot und einer Verwendung alternativer Füllstoffe deutlich höher ausfallen würden. Laut eigener Berechnungen belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen Millionenbetrag. Die insgesamt zu erwartenden Kosten eines Verbotes können aufgrund fehlender Kenntnisse über geeignete alternative Füllstoffe (Geeignetheit, Verfügbarkeit) derzeit nicht seriös beziffert werden. Auf Grundlage aktueller Daten zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Austausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich (bis zu 90 Mio. EUR) liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen erforderlich sind. Die Kosten für eine Umsetzung gezielter Risikomanagementmaßnahmen zur Zurückhaltung des Materialaustrags dürften nach Schätzungen und je nach Umfang der Maßnahmen pro Kunststoffrasensystem bei 3.000 bis 10.000 EUR liegen.
e.: Der gemeinwohlorientierte Sport ist die größte zivilgesellschaftliche Bewegung in Deutschland und Europa. In Deutschland engagieren sich knapp acht Millionen Bürger freiwillig und ehrenamtlich im Sport. Das entspricht einer jährlichen Wertschöpfung und einem Wohlfahrtsgewinn allein in Deutschland von ca. 6,7 Milliarden Euro. Vergleichbare Zahlen lassen sich auch für die gesamte EU feststellen. In den EU-Mitgliedstaaten engagieren sich im Jahre 2010 zwischen 92 und 94 Millionen Menschen freiwillig für Ziele des Gemeinwohls, davon die meisten im Sport (ca. 35 bis 40 Prozent aller freiwillig Tätigen in der EU) (Europäische Kommission 2010). 
Der Sport schafft ein strukturiertes, an die gesamte Bevölkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportvereine in Deutschland zählen zehn Millionen Mitgliedschaften im Kinder- und Jugendalter (DOSB-Bestandserhebung 2018), allein im DFB liegt diese Zahl bei 2,1 Millionen (DFB-Mitgliederstatistik 2018). Damit sind Sportvereine die wichtigste Anlaufstelle für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben für die ganzheitliche Persönlichkeitsbildung junger Menschen. Dem Sport kommt eine wichtige Vorbild- und Lehrfunktion im Bereich der Integration und demokratischen Grundbildung zu. Für das herausragende gesellschaftliche Engagement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergärten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbeiten. Um allen Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvoraussetzung. Ein für alle zugängliches und umfangreiches Sportangebot ist – vor allen Dingen in Großstädten und Ballungsgebieten – nur durch die Verfügbarkeit von ganzjährig nutzbaren Sportanlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fußball, eine wichtige Rolle, da sie eine intensivere Nutzung als Naturrasen- oder Tennenplätze erlauben. Allein mit Naturrasen- und Tennenplätzen lässt sich der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Jugendmannschaften, nicht aufrechterhalten. Ein Kunststoffrasenplatz ersetzt etwa 2,5 Naturrasenplätze (DFBnet). Auf weniger als 10 Prozent der Naturrasenplätze finden an Wochenenden mehr als 2 Spiele statt. Bei Kunststoffrasenplätzen finden hingegen bei über 40 Prozent der Plätze mehr als 2 Spiele statt. Weniger als 10 Prozent der Naturrasenplätze wird an einem Wochenende mehr als 150 Minuten genutzt. Bei Kunstrasenplätzen werden hingegen etwa 35 Prozent an einem Wochenende mehr als 150 Minuten genutzt. 27.773 Spielstätten in Deutschland (ca. 70 Prozent) werden von Sportvereinen genutzt. Ein Drittel der Kunstrasenplätze werden von 2 oder mehr Vereinen mit alle ihren Jugend- und Seniorenmannschaften benutzt. Etwas über ein Drittel aller Naturrasenplätze wird von mehr als 5 Mannschaften bespielt. Bei Kunstrasenplätzen werden fast drei Viertel (72 Prozent) von mehr als 5 Mannschaften genutzt. Etwa 10 Prozent aller Naturrasenplätze wird von mehr als 10 Mannschaften bespielt. Bei Kunststoffrasenplätzen sind es ca. 41 Prozent der Plätze, die von mehr als 10 Mannschaften genutzt. Nur 1 Prozent aller Naturrasenplätze wird von mehr als 15 Mannschaften bespielt. Bei Kunstrasenplätzen beträgt der Anteil immerhin noch knapp 18 Prozent. Etwa 6 Prozent werden sogar von über 20 Mannschaften bespielt. Je größer die Vereinsgröße (insbesondere Anzahl der Mannschaften), desto höher ist der Anteil der Vereine, die auch eine Spielstätte vom Typ Kunstrasen haben.
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasensystemen direkt bei Inkrafttreten der Beschränkung wäre daher unverhältnismäßig. Es würde zu hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen führen, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Finanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszugehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf Vereinsebene stellt ein solch außerordentlicher Kosten-punkt ein großes finanzielles Risiko dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden kann. Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kostenstreckung erlauben, würde das Breitensportangebot in Deutschland sehr negativ beeinflussen.
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-Verordnung spricht sich der DFB daher für eine angemessene Übergangsfrist von mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunststoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung bestehender Flächen aus.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2102
	Date: 2019/05/15 15:11

Content:
Scope or restriction option analysis;
Information on costs;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Germany

Company name confidential: Yes 
 
	Comment:
ECHA’s definition of microplastics (typically plastics smaller than 5mm)is far too broad ECHA has to be much more precise with reagrard to the definion of microplastics to avoid room for interpretation.
I find it confusing that consumers and craftspeople (they use a very big share of paints), are exempted from the reporting requirements.
Reporting (including the annual reporting) is another issue. To make ECHA´s proposal more pragmatic it would be sufficient to exclusively cover those industries that manufacture microplastics or place them on the market for the first time plus exported goods have to be excempt.
The ECHA proposal includes labelling and, in particular, comprehensive reporting requirements for the manufacturers and industrial users of many paints, coatings and printing inks
A minor share of intentionally added microplastics are added to printing inks. Most microplastics stem from decomposing plastic wastes, tire abrasion (more than 30%) , or laundering of synthetic clothing. Therefore an excemption for paints and printing inks makes more than sense.
The proposed reporting would put additional cost on us.For example, at a medium-sized paint manufacturer with a total workforce of 100, currently 8 staff are working in the laboratory. Out of the latter, already now 2 staff are exclusively dealing with the requirements of the chemicals legislation (focusing on REACH and CLP). If 1 staff member was additionally deployed for bureaucratic reporting requirements, that would lead to a further weakening of competitiveness, e.g. due to a lack of time for developing new products.
Usually, professional printers in Germany use separator facilities and containers and rags  are disposed properly. Given these cleaning activities, a release of microplastics to the environment is almost ruled out in the professional sector.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2103
	Date: 2019/05/20 10:07

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Baseline;
Information on costs;
Information on benefits;
Other socio economic analysis (SEA) issues;
#Transitional period;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Fachvereinigung Lebensmittelzusatzstoffe im Verband der Chemischen Industrie e. V. (VCI)

Org. country: Germany
 
	Comment:
The ECHA proposal to restrict microplastics within the REACH regulation also covers specific food additives, which fall under the proposed definition of microplastic. The use of E1205-E1208 in food supplements is mentioned explicitly in the dossier. The measure foreseen is a restriction, with no transition period.
The "Fachvereinigung Lebensmittelzusatzstoffe im Verband der Chemischen Industrie e. V. (VCI)" [VCI sector group food additives], representing the interests of companies in the food additive industry operating in Germany, comments as follows:
1. Double regulations for food additives have to be avoided:
Food additives are fully regulated in the EU by Regulation (EC) No. 1333/2008. This regulation lays down rules on food additives to ensure the effective functioning of the internal market whilst ensuring a high level of protection of human health and a high level of consumer protection, including the protection of consumer interests and fair practices in food trade, taking into account, where appropriate, the protection of the environment (Art. 1). The protection of the environment by the use of food additives in foods is clearly in the scope of the food additives regulation. According to Art. 6 of said regulation a food additive may only be included in the Community list of approved food additives if it meets several conditions, including environmental factors. In our opinion Regulation (EC) No. 1333/2008 fully covers environmental risks originating from the use of food additives. Therefore a specific rule on microplastics covering food additives would create a double regulation in the EU which has to be avoided. 
2. Restrictions to specific sectors shall be proportionate:
In general, food additives are added to a food only in small quantities to fulfil a desired technological function. The number of food additives that might be considered as microplastic is very limited, e.g. some polymers that are insoluble in water. Additionally, the use of these food additives is usually very specific and the authorization often very specific, e.g. limited to food supplements. Overall, the release of these food additives to the environment is considered rather small compared to the release of microplastics from other sources. Measures that are planned to minimize the entry of microplastics into the environment have to be proportionate, especially if specific product groups are technologically needed to improve the quality and the safety of foods.
3. Definition and scope has to be clear and water-soluble polymers should be excluded:
The current definition is still not clear and leaves broad room for interpretation. To our understanding the scope would cover a broad range of polymers, including natural polymers, which are not considered as “plastics”. Also the examples of food additives given in the ECHA report that are used in food supplements (E1205-E1208) are not providing much clarity since some of the polymers are water-soluble while others are insoluble. In our opinion water-solubility should be a key exclusion criteria in the definition.
4. Exemptions for food additives are required, technical substitutes often not available:
Since food additives are fully regulated under Regulation (EC) No. 1333/2008, including environmental factors, we consider that there is no reason to regulate uses of food additives in a REACH restriction for microplastics. Therefore we see a strong case to exclude this product group from the scope of the intended restriction measure. Furthermore we want to highlight that one essential part of the authorization of a food additive is that there is a reasonable technological need that cannot be achieved by other economically and technologically practicable means (Art. 6). Also in practice it is often not easy to switch from one additive to another one since the effects are often very specific to the food additive and the application. Reformulation of final foods is therefore not always easily achievable and needs extensive and expensive testing before alternative products of same quality are developed. This would add high burden to those companies that might have to substitute affected food additives. 
5. Transition periods have to be sufficiently long to phase-out certain materials:
If food additives would have to be substituted because of future restrictions of microplastics, sufficient transition periods are needed to help companies to develop new, safe and stable products. Furthermore, we want to stress that the development and authorization of new food additives is a complex, costly and time-consuming process.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2104
	Date: 2019/05/20 10:09

Content:
Environmental emissions;
Information on costs;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Berliner Fußball-Verband

Org. country: Germany

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 2:
a.: Nach neueren Erkenntnissen werden zwischen 0,25 t/a und 5 t/a in Deutschland an Befüllungsgranulat pro Kunststoffrasenfläche verwendet (Fraunhofer 2018, S. 11). Das entspricht einer Gesamtmenge von ca. 7.500 bis 9.900 t/a. 
b.: Nach dem aktuellen Forschungsstand besteht nach Kenntnis des DFB ein hohes Maß an Unsicherheit darüber, wie und in welchen Mengen das als Mikroplastik definierte Granulat auf Sportplätzen in die Umwelt freigesetzt wird. Nach den uns zur Verfügung stehen-den Informationen gibt es große Unterschiede bei der Einschätzung der Menge an Mikroplastiken, die in den einzelnen Mitgliedstaaten oder in der EU/EWR als Füllmaterial für Kunstrasen verwendet wird. Insbesondere Umfang und Methodologie der Forschung in diesem Bereich sind bisher noch wenig standardisiert und nachvollziehbar. Der DFB geht davon aus, dass der Anteil des Eintrags von Mikroplastik über Kunststoffrasenplätze je nach Mitgliedstaat ca. 1 bis 3 Prozent im Verhältnis zum Gesamteintrag beträgt. Demnach ist der Umwelteintrag verglichen mit anderen Hauptquellen relativ gering (Europäische Kommission 2018, ii)).
c.: Gezielte Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt bereits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaustrags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmatten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sportplätze (z.B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer starken Verringerung des Austrags von Mikroplastik beitragen. 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alternative Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben werden können. 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alternativen qualitäts- und kostenmäßig (z.B. hinsichtlich der Bespielbarkeit und Lebensdauer) vergleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbar-keit oder das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen Alternativfüllungen verändert (Plan Miljø Studie 2017). Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alternativer organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplätzen, die ohne Füllstoffe auskommen. Sowohl eine wissenschaftliche Folgenabschätzung als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind eine zentrale Forderung der von der Thematik betroffenen Sportverbände in Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunststoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mittel- bis langfristig erarbeitet und bereitgestellt werden können.
d.: In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb gemeldete Kunststoffrasenplätze (DFBnet), sowie ca. 1.000 DFB-Minispielfelder. Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunststoffrasenplätze von Grund auf erneuert. Hinsichtlich der bestehenden Plätze dürfte eine Umstellung auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommunen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei einem vollständigen Ver-bot und einer Verwendung alternativer Füllstoffe deutlich höher ausfallen würden. Laut eigener Berechnungen belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen Millionenbetrag. Die insgesamt zu erwartenden Kosten eines Verbotes können aufgrund fehlender Kenntnisse über geeignete alternative Füllstoffe (Geeignetheit, Verfügbarkeit) derzeit nicht seriös beziffert werden. Auf Grundlage aktueller Daten zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Austausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich (bis zu 90 Mio. EUR) liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen erforderlich sind. Die Kosten für eine Umsetzung gezielter Risikomanagementmaßnahmen zur Zurückhaltung des Materialaustrags dürften nach Schätzungen und je nach Umfang der Maßnahmen pro Kunststoffrasensystem bei 3.000 bis 10.000 EUR liegen.
e.: Der gemeinwohlorientierte Sport ist die größte zivilgesellschaftliche Bewegung in Deutschland und Europa. In Deutschland engagieren sich knapp acht Millionen Bürger freiwillig und ehrenamtlich im Sport. Das entspricht einer jährlichen Wertschöpfung und einem Wohlfahrtsgewinn allein in Deutschland von ca. 6,7 Milliarden Euro. Vergleichbare Zahlen lassen sich auch für die gesamte EU feststellen. In den EU-Mitgliedstaaten engagieren sich im Jahre 2010 zwischen 92 und 94 Millionen Menschen freiwillig für Ziele des Gemeinwohls, davon die meisten im Sport (ca. 35 bis 40 Prozent aller freiwillig Tätigen in der EU) (Europäische Kommission 2010). 
Der Sport schafft ein strukturiertes, an die gesamte Bevölkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportvereine in Deutschland zählen zehn Millionen Mitgliedschaften im Kinder- und Jugendalter (DOSB-Bestandserhebung 2018), allein im DFB liegt diese Zahl bei 2,1 Millionen (DFB-Mitgliederstatistik 2018). Damit sind Sportvereine die wichtigste Anlaufstelle für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben für die ganzheitliche Persönlichkeitsbildung junger Menschen. Dem Sport kommt eine wichtige Vorbild- und Lehrfunktion im Bereich der Integration und demokratischen Grundbildung zu. Für das herausragende gesellschaftliche Engagement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergärten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbeiten. Um allen Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvoraussetzung. Ein für alle zugängliches und umfangreiches Sportangebot ist – vor allen Dingen in Großstädten und Ballungsgebieten – nur durch die Verfügbarkeit von ganzjährig nutzbaren Sportanlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fußball, eine wichtige Rolle, da sie eine intensivere Nutzung als Naturrasen- oder Tennenplätze erlauben. Allein mit Naturrasen- und Tennenplätzen lässt sich der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Jugendmannschaften, nicht aufrechterhalten. Ein Kunststoffrasenplatz ersetzt etwa 2,5 Naturrasenplätze (DFBnet). Auf weniger als 10 Prozent der Naturrasenplätze finden an Wochenenden mehr als 2 Spiele statt. Bei Kunststoffrasenplätzen finden hingegen bei über 40 Prozent der Plätze mehr als 2 Spiele statt. Weniger als 10 Prozent der Naturrasenplätze wird an einem Wochenende mehr als 150 Minuten genutzt. Bei Kunstrasenplätzen werden hingegen etwa 35 Prozent an einem Wochenende mehr als 150 Minuten genutzt. 27.773 Spielstätten in Deutschland (ca. 70 Prozent) werden von Sportvereinen genutzt. Ein Drittel der Kunstrasenplätze werden von 2 oder mehr Vereinen mit alle ihren Jugend- und Seniorenmannschaften benutzt. Etwas über ein Drittel aller Naturrasenplätze wird von mehr als 5 Mannschaften bespielt. Bei Kunstrasenplätzen werden fast drei Viertel (72 Prozent) von mehr als 5 Mannschaften genutzt. Etwa 10 Prozent aller Naturrasenplätze wird von mehr als 10 Mannschaften bespielt. Bei Kunststoffrasenplätzen sind es ca. 41 Prozent der Plätze, die von mehr als 10 Mannschaften genutzt. Nur 1 Prozent aller Naturrasenplätze wird von mehr als 15 Mannschaften bespielt. Bei Kunstrasenplätzen beträgt der Anteil immerhin noch knapp 18 Prozent. Etwa 6 Prozent werden sogar von über 20 Mannschaften bespielt. Je größer die Vereinsgröße (insbesondere Anzahl der Mannschaften), desto höher ist der Anteil der Vereine, die auch eine Spielstätte vom Typ Kunstrasen haben.
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasensystemen direkt bei Inkrafttreten der Beschränkung wäre daher unverhältnismäßig. Es würde zu hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen führen, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Finanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszugehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf Vereinsebene stellt ein solch außerordentlicher Kosten-punkt ein großes finanzielles Risiko dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden kann. Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kostenstreckung erlauben, würde das Breitensportangebot in Deutschland sehr negativ beeinflussen.
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-Verordnung spricht sich der DFB daher für eine angemessene Übergangsfrist von mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunststoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung bestehender Flächen aus.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
FOR DETAILS OF THE VCI POSITION SEE ATTACHMENT
Executive Summary of the VCI Position:
At the request of the European Commission, the European Chemicals Agency (EC-HA) has submitted a proposal to restrict microplastics within the framework of a so-called Annex XV dossier in accordance with the REACH Regulation (title: Proposal for a Restriction: Substance Name(s): intentionally added microplastics). A public consultation on this Annex XV dossier is ongoing until 20 September 2019.
The title of the restriction and also almost all statements in the dossier (e.g. statements on substance identity or risk assessment) suggest that it is a restriction of microplastics. In fact, however, the proposed restriction addresses all polymers and virtually all polymer-containing or polymer-coated materials. The specifications, definitions and scope of the restriction are so complex and so extensive that it is unclear what exactly should be covered.
In the opinion of the VCI, the restriction proposal infringes important provisions of the REACH Regulation and the tenets of the precautionary principle:
1. Insufficient description of substance identity:
The general addressing of all polymers or microplastics does not fulfil the requirements of the REACH Regulation for a precise identification of the substances to be restricted. Overall, it is unclear in the ECHA Annex XV dossier what exactly should be restricted - polymers or microplastics. The precise identification of the substances to be restricted as required under REACH and a risk assessment and assessment of socio-economic impacts based on this are missing.
2. Lack of identification of hazard and risk: 
The provisions of Title VIII of REACH are disregarded by proposing a restriction in the absence of the first determining element of the risk - i.e. an identified hazard. Overall, with a simple reference to the "extreme stability" (persistence) of the particles, a fictitious, alleged risk is constructed, without having any evidence of a real risk or - after the scientific risk assessment - having any reasonable cause for concern that can be derived.
 
3. Lack of detail in the risk assessment:
Any risk assessment in accordance with REACH must be substance-related. A grouping of substances may be possible under certain, closely defined conditions. However, the demonstration required under REACH that all polymers or microplastic materials covered by the restriction have the same properties and thus the same risk is not provided.
4. Disregard of the principles and standards for the application of the precautionary principle:
The reasoning presented in the Annex XV dossier to justify the proposed restriction does not come up to the standard required in the European Union for the application of the precautionary principle. Overall, the scientific evidence presented in the Annex XV dossier is inadequate, incomplete and inconclusive.
 
5. Lack of efficacy, effectiveness and proportionality:
With the proposed restriction, only a small fraction of the microplastics introduced into the environment will be covered. The REACH requirement that a restriction must be appropriate to reduce risks to an acceptable level within a reasonable time and in a reasonable way is therefore not met. 
Moreover, it will be virtually impossible to analytically demonstrate the effectiveness of the restriction by monitoring environmental concentrations resulting from the definition of the materials to be restricted - given the extremely wide particle size range of 1nm to 5mm and the complex structural requirements of e. g. "continuous polymer surface coatings of any thickness".
6. Lack of legal basis for extensive product labelling and for the proposed disproportionate annual reporting requirement:
It is not acceptable that a detailed labelling and an extensive annual reporting re-quirement are to be introduced for almost all polymer-containing products even if they are exempted from the restriction. Such obligations have to be fulfilled by all down-stream users. There is no sufficient legal basis for this.
Conclusions/Recommendations:
 
• The VCI does not reject a restriction of certain specified uses of microplastics in principle.
 
• The VCI prefers that restriction measures be taken within the framework of the REACH regulation.
 
• However, in order for the restriction now presented to comply with the requirements of the REACH Regulation, extensive adjustments must be made.
 
• First proposals for such adjustments are contained in the detailed VCI assessment (see attachment).
FOR DETAILS SEE ATTACHMENT


	
	
	Answer to specific info request 1:
FOR DETAILS OF THE VCI ASSESSMENT SEE ATTACHMENT
Risikobewertung von künstlichen und natürlich vorkommenden Polymeren am Beispiel von Polyethylen:
Der Polymerbegriff, der eine unzählbare Anzahl an einzelnen Substanzen und Stoffen umfasst, erlaubt keine angemessene Risikobewertung und Begründung für eine Beschränkung. 
Am Beispiel von Polyethylen kann dies gezeigt werden:
Polyethylene sind eine Gruppe von Stoffen, die sich durch ihr Molekulargewicht und ihre Verteilung unterscheiden. Vertreter dieser Stoffklasse reichen von den n-Alkanen über die Paraffine und Polyethylen-Wachsen zu den Polyethylen. Weitere Namen für Vertreter dieser Gruppe sind Paraffine, aber auch Kohlenwasserstoffe und teilweise Lipide. Der wissenschaftlich korrekte Begriff für Polyethylen wäre n-Alkane, wird jedoch oft nur für kurzkettige Vertreter dieser Stoffklasse verwendet.
Kurzkettige n-Alkane mit Kohlenstoffketten bis in den Bereich von C 30-C 40 finden sich weitest verbreitet in der Natur. Enorm viele Pflanzen stellen diese Substanzen als eine Art natürliche Verpackung ihrer Blätter oder Früchte her.
Pflanzen bauen häufig eher ungeradzahlige Ketten auf, diese können als Polyethylene mit einer Propylen Endgruppe verstanden werden, Mikroorganismen bauen häufig gleich verteilt gerade und ungerade Ketten auf. Die Verstoffwechselung durch Organismen von n-Alkanen, Paraffinen und kurzkettigen Polyethylenen stellt in der Na-tur kein Problem dar und ist ein natürlicher Abbauprozess.
Bei einer Molmasse von etwa 500 Dalton liegt etwa eine C Kette mit 36 Kohlenstoff-atomen vor. Höher molekulare längerkettige PE Wachse unterscheiden sich in ihren physikalisch chemischen Eigenschaften nur marginal von den wachsartigen natür-lich vorkommenden Vertretern. Im Bereich um etwa 5000 Molmassen Einheiten sind die Kohlenstoffketten so lang, dass sie durch interne Verknotung und Verschlaufung dem Material eine neue, viel größere mechanische Festigkeit mitgeben können. Ab diesem Moment werden die Polyethylene, n-Alkane, zu materialbildenden Kunststoffen. Sie sind in der Lage, mechanisch stabile Erzeugnisse bilden zu können. Dieser Bereich ist der Bereich, der mit dem Begriff Plastik beschrieben wird und von der Allgemeinheit auch so verstanden wird. Ein Schuhwachs wird nicht als Plastik begriffen und ist mit seiner kurzkettigen PE auch nicht zur Herstellung von Artikeln geeignet, genauso wenig ein aus Pflanzenblättern gewonnenes chemisch identisches n-Alkan.
Bei den langkettigen, materialbildenden Polyethylenen, die als Kunststoffwerkstoffe verwendet werden, ist durch Jahrzehnte der Stabilitätsuntersuchungen (Literatur zur Stabilität von Polyethylenen und anderen Kunststoffen ist in Zeitschriften wie Polymer Degradation Stability seit 40 Jahren umfangreich verfügbar) die Alterung und der Abbau bekannt. Solche Polyethylene und Kunststoffe altern unter dem Einfluss der natürlichen Umweltbedingungen, Sonne und Temperatur. Sie verlieren dabei ihre mechanischen Festigkeiten. Der Verlust der mechanischen Festigkeiten geht mit einem Bruch der Ketten und einer Verkürzung der Kettenlänge einher. Dieser Bruch und die Verkürzung der Kettenlänge sorgen dafür, dass bei den Polyethylenen mit kürzeren Ketten, n-Alkane entstehen, die im Laufe des Abbaus in den Bereich von im Organismenstoffwechsel natürlich vorkommenden Alkanen gelangen.
Für die Risikoermittlung als Grundlage einer Beschränkung, ist daher der unterschiedliche Kettenbereich der Polyethylene zu betrachten, und es ist zu bewerten, wie diese Stoffe in ihrer Verwendung durch die natürliche Bewitterung gespalten werden und damit in den Kreislauf zurückgeführt werden.
Gleiches gilt für Polyethylen-Wachse, die mit ihren Kettenlängen sehr den weit verbreiteten, natürlich vorkommenden, kurzkettigen Polyethylenen, n-Alkanen ähneln. 
Die Risikobewertung von Polyethylen ist aufgrund der gleichen chemischen Struktur und vergleichbarer Reaktion sowie der Kettenspaltung durch Alterung unter natürlichen Bedingungen analog zu den natürlich vorkommenden n-Alkanen zu betrachten. Eine extreme Persistenz kann bei diesen Stoffen nur unter sehr speziellen Umweltbedingungen erreicht werden, wo auch natürliche Polymere wie Lignin, Holz, etc. Jahrtausende überdauern.
Fazit:
 
Insgesamt wird im ECHA Annex XV-Dossier nur ein fiktives, möglicherweise in der Zukunft auftretendes Risiko konstruiert, indem lapidar auf die „extreme Beständigkeit“ (Persistenz) der Partikel hingewiesen wird, ohne dass es tatsächlich Anhaltspunkte für ein reales Risiko gibt oder dass nach der wissenschaftlichen Risikobewertung ein begründeter Anlass zur Besorgnis abgeleitet werden kann.
Ohne dass im Annex XV Dossier im Rahmen einer objektiven wissenschaftlichen Risikobewertung ein begründeter Anlass zu der Besorgnis aufgezeigt wird, steht der Vorwurf der Beliebigkeit und Willkür im Raum. Dies ist weder für die Industrie noch für die Verwaltung im Sinne eines REACH-konformen Vorgangs akzeptabel.
 
Die Risikobewertung muss stoffbezogen sein. Eine schlüssige Begründung, warum für alle von der Beschränkung erfassten Polymere bzw. Microplastic-Materialien dieselbe ökologische Wirkung und das gleiche Risiko zu erwarten ist, wird im Annex XV-Dossier nicht erbracht. 


	
	
	Answer to specific info request 3:
FOR DETAILS OF THE VCI ASSESSMENT SEE ATTACHMENT
Definition Microplastics: Konzentration/Dimension
 
Nach dem Beschränkungsvorschlag dürfen Polymere nicht als eigenständiger Stoff oder in einem Gemisch als Microplastics in einer Konzentration ab 0,01 % in Verkehr gebracht werden.
 
Als Microplastic werden Partikel ab 1 nm Größe mit einem Polymergehalt ab 1% oder einer kontinuierlichen Polymerbeschichtung beliebiger Dicke definiert.
Die in der Beschränkung vorgeschlagenen Definitionen führen zu folgenden Unklarheiten und Problemen:
• Problematische Erfassung einzelner Polymermoleküle:
 
Von der geringen unteren Größengrenze von 1 nm sind bereits einzelne Polymermoleküle erfasst. Diese sind oftmals keine Polymere, sondern kleinere Einheiten der Makromoleküle, so etwa n-Alkane wie sie in der Natur vorkommen. Für solche Moleküle ist eine Beschreibung des Zustands nach den etablierten Begriffen von fest und flüssig nicht möglich, wie ein aktueller Bericht des JRC aufzeigt: 
“From the above classification it is also evident that single molecules cannot be solid (nor liquid), because the classification can only be applied to ensembles big enough to form a phase for which the state (solid, liquid, gaseous) can be assessed. This is one reason why single molecules, with the exemptions discussed above, do not fall under the EC NM definition, as pointed out previously.”
 
• Keine Möglichkeit der analytischen Erfassung/keine Möglichkeit der Kontrolle und des Vollzugs:
 
Eine analytische Erfassung einzelner Polymermoleküle oder nur weniger nanometergroßer Partikel ist nach aktuellem Stand der Technik nicht möglich, insbesondere nicht in komplexen Mischungen. 
Die im Beschränkungsvorschlag der ECHA zitierte Literatur lässt einen ähnlichen Schluss zu: „Depending on the setup of the application small particles can also be measured down to the range of 20 μm or if needed even lower to the range of 1 μm us-ing micro-FTIR or micro-Raman (Primpke et al., 2017).”  
Voraussetzung für die Wirksamkeit, Umsetzung Kontrolle der Beschränkung sind validierte Messmethoden von Polymeren und von Microplastic in diversen Medien. Die-se liegen bis dato noch nicht vor; schon gar nicht für den Größenbereich (1nm) und Konzentrationsbereich (0,01 %), wie im Annex XV-Dossier für die Beschränkung vorgeschlagen. 
• Die Konzentrationsgrenze von 0,01 % für Polymere in Mischungen als Microplastic ist zu niedrig:
Der geringe erlaubte Gehalt von Polymere in Mischungen als Microplastic von weniger als 0.01 % verschärft die bereits erläuterten Schwierigkeiten in Bezug auf die Analytik. Selbst für PBT-Stoffe ist nach REACH mit 0,1 % ein höherer erlaubter Gehalt vorgegeben.
• Wasserlösliche Polymere fallen auch unter die Definition von Microplastic:
Der Beschränkungsvorschlag der ECHA-Definition zu „Microplastic“ umfasst sowohl wasserlösliche als auch nicht wasserlösliche Polymere. Laut separate Annex zum Annex XV Dossier (S. 19) gilt: “Solubility” is […] not proposed for inclusion as an ele-ment in the regulatory definition.” Dies ist problematisch, da wasserlösliche Polymere nicht in Form eines Partikels in der Umwelt, wie z. B. in Oberflächengewässern, vor-liegen. Das gesamte Beschränkungsdossier bezieht sich jedoch auf Microplastic als Partikel in der Umwelt. 
Zudem sind die derzeit verfügbaren Methoden ungeeignet, um z. B. lösliche Polymere in der Umwelt nachzuweisen. Da die Probenvorbereitung eine Siebung der Proben vorsieht, werden nur partikuläre und nicht gelöste Bestandteile erfasst. Lösliche Polymer werden in einem Umweltmonitoring somit nicht erfasst.
Es stellt sich auch die Frage, warum lösliche Polymere mit unter den Beschränkungsvorschlag fallen, da die ECHA von der Kommission den Auftrag erhalten hat, die Beschränkung von wasserunlöslichen Polymeren zu betrachten.
• Unpraktikable Vorgabe des Polymeranteils von 1 % bzw. der Dicke der Beschichtung eines Partikels:
Neben der geringen Partikelgröße scheint der Polymeranteil von nur 1 % oder einer Monolage aus Material willkürlich. Es ist nicht ersichtlich, warum die Eigenschaften eines aus verschiedenen Materialien bestehenden Partikels (z. B. einem polymerbeschichteten Pigment) ab dieser Untergrenze von dem Polymer bestimmt werden. Auch anorganische Pigmente (z. B. Eisenoxid, Titandioxid), die zur Verwendung in wasserbasierten Farben mit einer Monolage eines wasserlöslichen Polymers beschichtet werden, werden somit zu Microplastic und fallen unter die Beschränkung.
Schließlich verschärft der geringe erlaubte Gehalt von als Microplastic definierten Partikeln von weniger als 0.01 % in Mischungen die bereits erläuterten Schwierigkeiten in Bezug auf die Analytik. 
• Konsequenzen in der praktischen Umsetzung
Alle Kriterien zusammen genommen würden zum Beispiel bedeuten, dass in einem Endkundenprodukt wie einer Farbe oder einer Kosmetikformulierung 0,01 % eines 1 nm großen polymerhaltigen Partikels detektiert werden müssten. Dann müsste bewertet werden, ob die polymerhaltigen Partikel mehr als 1 % oder eine Monoschicht eines Polymers beinhalten. 
Damit könnte theoretisch eine Gesamtkonzentration von 100 ppm eines Polymeren ausreichen, um ein Produkt aufgrund der Anwesenheit von Mikroplastik zu verbieten (1 % Polymeranteil an 0.01 % der Partikel).
Der VCI hat deshalb erhebliche Zweifel an der auf Seite 133 des Annex XV gezogenen Schlussfolgerung:
„The Dossier Submitter considers that the restriction is implementable and enforceable, although harmonised analytical methods for detecting microplastics in products are yet to be agreed and a framework of test methods and criteria for identifying (bio)degradable ‘microplastics’ will likely require additional research and development to progress beyond the criteria proposed here.”
Fazit:
Die bei der Definition von Microplastic vorgeschlagene Kombination aus einer unteren Dimensionsgrenze von 1 nm, einem Polymeranteil von 1 % oder einer durchgängigen Polymerschicht beliebiger Dicke in einem polymerhaltigen Partikel sowie einer erlaubten Microplastic-Konzentration von 0.01 % haben zur Folge, dass praktisch ausnahmslos alle polymerhaltigen Stoffe und Gemische unter die Beschränkung fallen und eine Abgrenzung nicht möglich ist.
 
Der gesamte Beschränkungsvorschlag ist sehr schwer verständlich, so dass eine erhebliche Rechtsunsicherheit geschaffen wird.
 
Mit bestehenden analytischen Verfahren sind eine Umsetzung und ein Vollzug nicht zu gewährleisten, was zusätzlich zur Rechtsunsicherheit beiträgt.
 
Folgende Anpassungen sind daher mindestens erforderlich:
- Anhebung der unteren Partikelgrenze auf 1 µm
- Anhebung der 1 % w/w Konzentrationsgrenze eines polymerhaltigen Partikels auf eine Konzentration, ab der das Polymer entscheidend ist für die Eigenschaften des Partikels
- Anhebung der erlaubten Mindestkonzentration von 0,01 % auf 0,1 % analog zu PBT/ vPvB Substanzen
- Die Vorgaben in der Beschränkung müssen so gestaltet werden, dass geeignete Messverfahren zu Verfügung stehen. Dies schließt auch die Konzentrationsgrenze ein.
 
- Wasserlösliche Polymere sollten nicht unter die Beschränkung fallen.


	
	
	Answer to specific info request 5:
FOR DETAILS OF THE VCI ASSESSMENT SEE ATTACHMENT
Wirksamkeit, Effektivität und Verhältnismäßigkeit
 
Anhang XV der REACH-Verordnung fordert, dass
 
„die Beschränkung […] auf die Wirkungen oder Expositionen ausgerichtet sein, die zu den ermittelten Risiken führen [muss], und sie muss geeignet sein, um diese Risiken innerhalb einer angemessenen Frist und in einer dem Risiko angemessenen Weise auf ein annehmbares Maß zu verringern“.
Diese Anforderung an die zukünftige Beschränkung muss gemäß der ECHA-Leitlinie zur Erstellung eines Dossiers nach Anhang XV zum Zweck der Beschränkung detailliert dargestellt werden.
Dieser Anforderung wird das vorliegende Anhang XV-Dossier zur Beschränkung von „intentionally added microplastics“ nicht gerecht.
In dem Dossier selbst wird dargelegt, dass auf das Gewicht bezogen die vorgeschlagene Beschränkung von „intentionally added microplastics“ mit 36.000 Tonnen im Vergleich mit den gesamten Kunststoffabfällen, die ohne ordnungsgemäße Kontrolle in der EU28+ im Jahr 2016 entsorgt wurden, nur 0,2 % erfasst.
 
Eine im Auftrag des Umweltbundesamtes (UBA) durchgeführte Studie mit dem Titel „Quellen für Mikroplastik mit Relevanz für den Meeresschutz in Deutschland“ kommt zu folgender Einschätzungen bezüglich primärer und sekundärer Mikropartikel aus Kunststoff:
„Die Fragmentierung von Kunststoffabfällen ist die bedeutendste Quelle für die Entstehung sekundärer Mikropartikel. Zwar fehlen auch hier genaue Informationen darüber, welche Mengen an Kunststoffteilen europaweit in die Umwelt gelangen und wie schnell daraus sekundäre Mikropartikel entstehen, doch liefern grobe Schätzungen von Wissenschaftlern und dem Umweltprogramm der Vereinigten Nationen Hinweise auf die besondere Bedeutsamkeit der Entstehung von Mikropartikeln aus diesen Degradationsprozessen. Nach verfügbaren Schätzungen gelangt jährlich zwischen sechs und zehn Prozent der globalen Kunststoffproduktion als Abfall in die Weltmeere. Bezogen auf Europa ist das eine Größenordnung von 3,4 bis 5,7 Millionen Tonnen.“ 
„In Deutschland können jährlich zwischen 60.000 und 111.000 Tonnen Mikropartikel aus Kunststoff aufgrund von Reifenabrieb entstehen. Die Mengen für den Betrachtungsraum Europa liegen im Bereich zwischen 375.000 und 693.750 Tonnen. Somit handelt es sich auch bei dem Thema Reifenabrieb um eine nicht zu vernachlässigende Quelle in der Mikropartikel-Diskussion.“
„Anhand der Tabelle lässt sich schlussfolgern, dass die Fragmentierung von Kunststoffabfällen die mengenmäßig größte Quelle für Mikropartikel aus Kunststoff ist und der Reifenabrieb ebenfalls eine wichtige Rolle spielt.“
Obwohl die Abschätzungen im ECHA Annex XV-Dossier und die Abschätzung des Umweltbundesamtes auf unterschiedlichen Voraussetzungen, Methoden Ausgangsinformationen und Statistiken beruhen, zeigen sie doch übereinstimmend, dass der Eintrag von primären Mikroplastic-Partikeln nur einen Bruchteil des Gesamteintrages ausmacht. 
Fazit: 
Eine Beschränkung, die mit großem bürokratischem Aufwand den Eintrag von Microplastic nur um einen Bruchteil verringert, ist weder wirksam, noch effektiv oder verhältnismäßig. 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
FOR DETAILS OF THE VCI POSITION SEE ATTACHMENT
Executive Summary of the VCI Position:
At the request of the European Commission, the European Chemicals Agency (EC-HA) has submitted a proposal to restrict microplastics within the framework of a so-called Annex XV dossier in accordance with the REACH Regulation (title: Proposal for a Restriction: Substance Name(s): intentionally added microplastics). A public consultation on this Annex XV dossier is ongoing until 20 September 2019.
The title of the restriction and also almost all statements in the dossier (e.g. statements on substance identity or risk assessment) suggest that it is a restriction of microplastics. In fact, however, the proposed restriction addresses all polymers and virtually all polymer-containing or polymer-coated materials. The specifications, definitions and scope of the restriction are so complex and so extensive that it is unclear what exactly should be covered.
In the opinion of the VCI, the restriction proposal infringes important provisions of the REACH Regulation and the tenets of the precautionary principle:
1. Insufficient description of substance identity:
The general addressing of all polymers or microplastics does not fulfil the requirements of the REACH Regulation for a precise identification of the substances to be restricted. Overall, it is unclear in the ECHA Annex XV dossier what exactly should be restricted - polymers or microplastics. The precise identification of the substances to be restricted as required under REACH and a risk assessment and assessment of socio-economic impacts based on this are missing.
2. Lack of identification of hazard and risk: 
The provisions of Title VIII of REACH are disregarded by proposing a restriction in the absence of the first determining element of the risk - i.e. an identified hazard. Overall, with a simple reference to the "extreme stability" (persistence) of the particles, a fictitious, alleged risk is constructed, without having any evidence of a real risk or - after the scientific risk assessment - having any reasonable cause for concern that can be derived.
 
3. Lack of detail in the risk assessment:
Any risk assessment in accordance with REACH must be substance-related. A grouping of substances may be possible under certain, closely defined conditions. However, the demonstration required under REACH that all polymers or microplastic materials covered by the restriction have the same properties and thus the same risk is not provided.
4. Disregard of the principles and standards for the application of the precautionary principle:
The reasoning presented in the Annex XV dossier to justify the proposed restriction does not come up to the standard required in the European Union for the application of the precautionary principle. Overall, the scientific evidence presented in the Annex XV dossier is inadequate, incomplete and inconclusive.
 
5. Lack of efficacy, effectiveness and proportionality:
With the proposed restriction, only a small fraction of the microplastics introduced into the environment will be covered. The REACH requirement that a restriction must be appropriate to reduce risks to an acceptable level within a reasonable time and in a reasonable way is therefore not met. 
Moreover, it will be virtually impossible to analytically demonstrate the effectiveness of the restriction by monitoring environmental concentrations resulting from the definition of the materials to be restricted - given the extremely wide particle size range of 1nm to 5mm and the complex structural requirements of e. g. "continuous polymer surface coatings of any thickness".
6. Lack of legal basis for extensive product labelling and for the proposed disproportionate annual reporting requirement:
It is not acceptable that a detailed labelling and an extensive annual reporting re-quirement are to be introduced for almost all polymer-containing products even if they are exempted from the restriction. Such obligations have to be fulfilled by all down-stream users. There is no sufficient legal basis for this.
Conclusions/Recommendations:
 
• The VCI does not reject a restriction of certain specified uses of microplastics in principle.
 
• The VCI prefers that restriction measures be taken within the framework of the REACH regulation.
 
• However, in order for the restriction now presented to comply with the requirements of the REACH Regulation, extensive adjustments must be made.
 
• First proposals for such adjustments are contained in the detailed VCI assessment (see attachment).
FOR DETAILS SEE ATTACHMENT


	
	
	Answer to specific info request 1:
FOR DETAILS OF THE VCI ASSESSMENT SEE ATTACHMENT
Risikobewertung von künstlichen und natürlich vorkommenden Polymeren am Beispiel von Polyethylen:
Der Polymerbegriff, der eine unzählbare Anzahl an einzelnen Substanzen und Stoffen umfasst, erlaubt keine angemessene Risikobewertung und Begründung für eine Beschränkung. 
Am Beispiel von Polyethylen kann dies gezeigt werden:
Polyethylene sind eine Gruppe von Stoffen, die sich durch ihr Molekulargewicht und ihre Verteilung unterscheiden. Vertreter dieser Stoffklasse reichen von den n-Alkanen über die Paraffine und Polyethylen-Wachsen zu den Polyethylen. Weitere Namen für Vertreter dieser Gruppe sind Paraffine, aber auch Kohlenwasserstoffe und teilweise Lipide. Der wissenschaftlich korrekte Begriff für Polyethylen wäre n-Alkane, wird jedoch oft nur für kurzkettige Vertreter dieser Stoffklasse verwendet.
Kurzkettige n-Alkane mit Kohlenstoffketten bis in den Bereich von C 30-C 40 finden sich weitest verbreitet in der Natur. Enorm viele Pflanzen stellen diese Substanzen als eine Art natürliche Verpackung ihrer Blätter oder Früchte her.
Pflanzen bauen häufig eher ungeradzahlige Ketten auf, diese können als Polyethylene mit einer Propylen Endgruppe verstanden werden, Mikroorganismen bauen häufig gleich verteilt gerade und ungerade Ketten auf. Die Verstoffwechselung durch Organismen von n-Alkanen, Paraffinen und kurzkettigen Polyethylenen stellt in der Na-tur kein Problem dar und ist ein natürlicher Abbauprozess.
Bei einer Molmasse von etwa 500 Dalton liegt etwa eine C Kette mit 36 Kohlenstoff-atomen vor. Höher molekulare längerkettige PE Wachse unterscheiden sich in ihren physikalisch chemischen Eigenschaften nur marginal von den wachsartigen natür-lich vorkommenden Vertretern. Im Bereich um etwa 5000 Molmassen Einheiten sind die Kohlenstoffketten so lang, dass sie durch interne Verknotung und Verschlaufung dem Material eine neue, viel größere mechanische Festigkeit mitgeben können. Ab diesem Moment werden die Polyethylene, n-Alkane, zu materialbildenden Kunststoffen. Sie sind in der Lage, mechanisch stabile Erzeugnisse bilden zu können. Dieser Bereich ist der Bereich, der mit dem Begriff Plastik beschrieben wird und von der Allgemeinheit auch so verstanden wird. Ein Schuhwachs wird nicht als Plastik begriffen und ist mit seiner kurzkettigen PE auch nicht zur Herstellung von Artikeln geeignet, genauso wenig ein aus Pflanzenblättern gewonnenes chemisch identisches n-Alkan.
Bei den langkettigen, materialbildenden Polyethylenen, die als Kunststoffwerkstoffe verwendet werden, ist durch Jahrzehnte der Stabilitätsuntersuchungen (Literatur zur Stabilität von Polyethylenen und anderen Kunststoffen ist in Zeitschriften wie Polymer Degradation Stability seit 40 Jahren umfangreich verfügbar) die Alterung und der Abbau bekannt. Solche Polyethylene und Kunststoffe altern unter dem Einfluss der natürlichen Umweltbedingungen, Sonne und Temperatur. Sie verlieren dabei ihre mechanischen Festigkeiten. Der Verlust der mechanischen Festigkeiten geht mit einem Bruch der Ketten und einer Verkürzung der Kettenlänge einher. Dieser Bruch und die Verkürzung der Kettenlänge sorgen dafür, dass bei den Polyethylenen mit kürzeren Ketten, n-Alkane entstehen, die im Laufe des Abbaus in den Bereich von im Organismenstoffwechsel natürlich vorkommenden Alkanen gelangen.
Für die Risikoermittlung als Grundlage einer Beschränkung, ist daher der unterschiedliche Kettenbereich der Polyethylene zu betrachten, und es ist zu bewerten, wie diese Stoffe in ihrer Verwendung durch die natürliche Bewitterung gespalten werden und damit in den Kreislauf zurückgeführt werden.
Gleiches gilt für Polyethylen-Wachse, die mit ihren Kettenlängen sehr den weit verbreiteten, natürlich vorkommenden, kurzkettigen Polyethylenen, n-Alkanen ähneln. 
Die Risikobewertung von Polyethylen ist aufgrund der gleichen chemischen Struktur und vergleichbarer Reaktion sowie der Kettenspaltung durch Alterung unter natürlichen Bedingungen analog zu den natürlich vorkommenden n-Alkanen zu betrachten. Eine extreme Persistenz kann bei diesen Stoffen nur unter sehr speziellen Umweltbedingungen erreicht werden, wo auch natürliche Polymere wie Lignin, Holz, etc. Jahrtausende überdauern.
Fazit:
 
Insgesamt wird im ECHA Annex XV-Dossier nur ein fiktives, möglicherweise in der Zukunft auftretendes Risiko konstruiert, indem lapidar auf die „extreme Beständigkeit“ (Persistenz) der Partikel hingewiesen wird, ohne dass es tatsächlich Anhaltspunkte für ein reales Risiko gibt oder dass nach der wissenschaftlichen Risikobewertung ein begründeter Anlass zur Besorgnis abgeleitet werden kann.
Ohne dass im Annex XV Dossier im Rahmen einer objektiven wissenschaftlichen Risikobewertung ein begründeter Anlass zu der Besorgnis aufgezeigt wird, steht der Vorwurf der Beliebigkeit und Willkür im Raum. Dies ist weder für die Industrie noch für die Verwaltung im Sinne eines REACH-konformen Vorgangs akzeptabel.
 
Die Risikobewertung muss stoffbezogen sein. Eine schlüssige Begründung, warum für alle von der Beschränkung erfassten Polymere bzw. Microplastic-Materialien dieselbe ökologische Wirkung und das gleiche Risiko zu erwarten ist, wird im Annex XV-Dossier nicht erbracht. 


	
	
	Answer to specific info request 3:
FOR DETAILS OF THE VCI ASSESSMENT SEE ATTACHMENT
Definition Microplastics: Konzentration/Dimension
 
Nach dem Beschränkungsvorschlag dürfen Polymere nicht als eigenständiger Stoff oder in einem Gemisch als Microplastics in einer Konzentration ab 0,01 % in Verkehr gebracht werden.
 
Als Microplastic werden Partikel ab 1 nm Größe mit einem Polymergehalt ab 1% oder einer kontinuierlichen Polymerbeschichtung beliebiger Dicke definiert.
Die in der Beschränkung vorgeschlagenen Definitionen führen zu folgenden Unklarheiten und Problemen:
• Problematische Erfassung einzelner Polymermoleküle:
 
Von der geringen unteren Größengrenze von 1 nm sind bereits einzelne Polymermoleküle erfasst. Diese sind oftmals keine Polymere, sondern kleinere Einheiten der Makromoleküle, so etwa n-Alkane wie sie in der Natur vorkommen. Für solche Moleküle ist eine Beschreibung des Zustands nach den etablierten Begriffen von fest und flüssig nicht möglich, wie ein aktueller Bericht des JRC aufzeigt: 
“From the above classification it is also evident that single molecules cannot be solid (nor liquid), because the classification can only be applied to ensembles big enough to form a phase for which the state (solid, liquid, gaseous) can be assessed. This is one reason why single molecules, with the exemptions discussed above, do not fall under the EC NM definition, as pointed out previously.”
 
• Keine Möglichkeit der analytischen Erfassung/keine Möglichkeit der Kontrolle und des Vollzugs:
 
Eine analytische Erfassung einzelner Polymermoleküle oder nur weniger nanometergroßer Partikel ist nach aktuellem Stand der Technik nicht möglich, insbesondere nicht in komplexen Mischungen. 
Die im Beschränkungsvorschlag der ECHA zitierte Literatur lässt einen ähnlichen Schluss zu: „Depending on the setup of the application small particles can also be measured down to the range of 20 μm or if needed even lower to the range of 1 μm us-ing micro-FTIR or micro-Raman (Primpke et al., 2017).”  
Voraussetzung für die Wirksamkeit, Umsetzung Kontrolle der Beschränkung sind validierte Messmethoden von Polymeren und von Microplastic in diversen Medien. Die-se liegen bis dato noch nicht vor; schon gar nicht für den Größenbereich (1nm) und Konzentrationsbereich (0,01 %), wie im Annex XV-Dossier für die Beschränkung vorgeschlagen. 
• Die Konzentrationsgrenze von 0,01 % für Polymere in Mischungen als Microplastic ist zu niedrig:
Der geringe erlaubte Gehalt von Polymere in Mischungen als Microplastic von weniger als 0.01 % verschärft die bereits erläuterten Schwierigkeiten in Bezug auf die Analytik. Selbst für PBT-Stoffe ist nach REACH mit 0,1 % ein höherer erlaubter Gehalt vorgegeben.
• Wasserlösliche Polymere fallen auch unter die Definition von Microplastic:
Der Beschränkungsvorschlag der ECHA-Definition zu „Microplastic“ umfasst sowohl wasserlösliche als auch nicht wasserlösliche Polymere. Laut separate Annex zum Annex XV Dossier (S. 19) gilt: “Solubility” is […] not proposed for inclusion as an ele-ment in the regulatory definition.” Dies ist problematisch, da wasserlösliche Polymere nicht in Form eines Partikels in der Umwelt, wie z. B. in Oberflächengewässern, vor-liegen. Das gesamte Beschränkungsdossier bezieht sich jedoch auf Microplastic als Partikel in der Umwelt. 
Zudem sind die derzeit verfügbaren Methoden ungeeignet, um z. B. lösliche Polymere in der Umwelt nachzuweisen. Da die Probenvorbereitung eine Siebung der Proben vorsieht, werden nur partikuläre und nicht gelöste Bestandteile erfasst. Lösliche Polymer werden in einem Umweltmonitoring somit nicht erfasst.
Es stellt sich auch die Frage, warum lösliche Polymere mit unter den Beschränkungsvorschlag fallen, da die ECHA von der Kommission den Auftrag erhalten hat, die Beschränkung von wasserunlöslichen Polymeren zu betrachten.
• Unpraktikable Vorgabe des Polymeranteils von 1 % bzw. der Dicke der Beschichtung eines Partikels:
Neben der geringen Partikelgröße scheint der Polymeranteil von nur 1 % oder einer Monolage aus Material willkürlich. Es ist nicht ersichtlich, warum die Eigenschaften eines aus verschiedenen Materialien bestehenden Partikels (z. B. einem polymerbeschichteten Pigment) ab dieser Untergrenze von dem Polymer bestimmt werden. Auch anorganische Pigmente (z. B. Eisenoxid, Titandioxid), die zur Verwendung in wasserbasierten Farben mit einer Monolage eines wasserlöslichen Polymers beschichtet werden, werden somit zu Microplastic und fallen unter die Beschränkung.
Schließlich verschärft der geringe erlaubte Gehalt von als Microplastic definierten Partikeln von weniger als 0.01 % in Mischungen die bereits erläuterten Schwierigkeiten in Bezug auf die Analytik. 
• Konsequenzen in der praktischen Umsetzung
Alle Kriterien zusammen genommen würden zum Beispiel bedeuten, dass in einem Endkundenprodukt wie einer Farbe oder einer Kosmetikformulierung 0,01 % eines 1 nm großen polymerhaltigen Partikels detektiert werden müssten. Dann müsste bewertet werden, ob die polymerhaltigen Partikel mehr als 1 % oder eine Monoschicht eines Polymers beinhalten. 
Damit könnte theoretisch eine Gesamtkonzentration von 100 ppm eines Polymeren ausreichen, um ein Produkt aufgrund der Anwesenheit von Mikroplastik zu verbieten (1 % Polymeranteil an 0.01 % der Partikel).
Der VCI hat deshalb erhebliche Zweifel an der auf Seite 133 des Annex XV gezogenen Schlussfolgerung:
„The Dossier Submitter considers that the restriction is implementable and enforceable, although harmonised analytical methods for detecting microplastics in products are yet to be agreed and a framework of test methods and criteria for identifying (bio)degradable ‘microplastics’ will likely require additional research and development to progress beyond the criteria proposed here.”
Fazit:
Die bei der Definition von Microplastic vorgeschlagene Kombination aus einer unteren Dimensionsgrenze von 1 nm, einem Polymeranteil von 1 % oder einer durchgängigen Polymerschicht beliebiger Dicke in einem polymerhaltigen Partikel sowie einer erlaubten Microplastic-Konzentration von 0.01 % haben zur Folge, dass praktisch ausnahmslos alle polymerhaltigen Stoffe und Gemische unter die Beschränkung fallen und eine Abgrenzung nicht möglich ist.
 
Der gesamte Beschränkungsvorschlag ist sehr schwer verständlich, so dass eine erhebliche Rechtsunsicherheit geschaffen wird.
 
Mit bestehenden analytischen Verfahren sind eine Umsetzung und ein Vollzug nicht zu gewährleisten, was zusätzlich zur Rechtsunsicherheit beiträgt.
 
Folgende Anpassungen sind daher mindestens erforderlich:
- Anhebung der unteren Partikelgrenze auf 1 µm
- Anhebung der 1 % w/w Konzentrationsgrenze eines polymerhaltigen Partikels auf eine Konzentration, ab der das Polymer entscheidend ist für die Eigenschaften des Partikels
- Anhebung der erlaubten Mindestkonzentration von 0,01 % auf 0,1 % analog zu PBT/ vPvB Substanzen
- Die Vorgaben in der Beschränkung müssen so gestaltet werden, dass geeignete Messverfahren zu Verfügung stehen. Dies schließt auch die Konzentrationsgrenze ein.
 
- Wasserlösliche Polymere sollten nicht unter die Beschränkung fallen.


	
	
	Answer to specific info request 5:
FOR DETAILS OF THE VCI ASSESSMENT SEE ATTACHMENT
Wirksamkeit, Effektivität und Verhältnismäßigkeit
 
Anhang XV der REACH-Verordnung fordert, dass
 
„die Beschränkung […] auf die Wirkungen oder Expositionen ausgerichtet sein, die zu den ermittelten Risiken führen [muss], und sie muss geeignet sein, um diese Risiken innerhalb einer angemessenen Frist und in einer dem Risiko angemessenen Weise auf ein annehmbares Maß zu verringern“.
Diese Anforderung an die zukünftige Beschränkung muss gemäß der ECHA-Leitlinie zur Erstellung eines Dossiers nach Anhang XV zum Zweck der Beschränkung detailliert dargestellt werden.
Dieser Anforderung wird das vorliegende Anhang XV-Dossier zur Beschränkung von „intentionally added microplastics“ nicht gerecht.
In dem Dossier selbst wird dargelegt, dass auf das Gewicht bezogen die vorgeschlagene Beschränkung von „intentionally added microplastics“ mit 36.000 Tonnen im Vergleich mit den gesamten Kunststoffabfällen, die ohne ordnungsgemäße Kontrolle in der EU28+ im Jahr 2016 entsorgt wurden, nur 0,2 % erfasst.
 
Eine im Auftrag des Umweltbundesamtes (UBA) durchgeführte Studie mit dem Titel „Quellen für Mikroplastik mit Relevanz für den Meeresschutz in Deutschland“ kommt zu folgender Einschätzungen bezüglich primärer und sekundärer Mikropartikel aus Kunststoff:
„Die Fragmentierung von Kunststoffabfällen ist die bedeutendste Quelle für die Entstehung sekundärer Mikropartikel. Zwar fehlen auch hier genaue Informationen darüber, welche Mengen an Kunststoffteilen europaweit in die Umwelt gelangen und wie schnell daraus sekundäre Mikropartikel entstehen, doch liefern grobe Schätzungen von Wissenschaftlern und dem Umweltprogramm der Vereinigten Nationen Hinweise auf die besondere Bedeutsamkeit der Entstehung von Mikropartikeln aus diesen Degradationsprozessen. Nach verfügbaren Schätzungen gelangt jährlich zwischen sechs und zehn Prozent der globalen Kunststoffproduktion als Abfall in die Weltmeere. Bezogen auf Europa ist das eine Größenordnung von 3,4 bis 5,7 Millionen Tonnen.“ 
„In Deutschland können jährlich zwischen 60.000 und 111.000 Tonnen Mikropartikel aus Kunststoff aufgrund von Reifenabrieb entstehen. Die Mengen für den Betrachtungsraum Europa liegen im Bereich zwischen 375.000 und 693.750 Tonnen. Somit handelt es sich auch bei dem Thema Reifenabrieb um eine nicht zu vernachlässigende Quelle in der Mikropartikel-Diskussion.“
„Anhand der Tabelle lässt sich schlussfolgern, dass die Fragmentierung von Kunststoffabfällen die mengenmäßig größte Quelle für Mikropartikel aus Kunststoff ist und der Reifenabrieb ebenfalls eine wichtige Rolle spielt.“
Obwohl die Abschätzungen im ECHA Annex XV-Dossier und die Abschätzung des Umweltbundesamtes auf unterschiedlichen Voraussetzungen, Methoden Ausgangsinformationen und Statistiken beruhen, zeigen sie doch übereinstimmend, dass der Eintrag von primären Mikroplastic-Partikeln nur einen Bruchteil des Gesamteintrages ausmacht. 
Fazit: 
Eine Beschränkung, die mit großem bürokratischem Aufwand den Eintrag von Microplastic nur um einen Bruchteil verringert, ist weder wirksam, noch effektiv oder verhältnismäßig. 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
Scope or restriction option analysis;
Information on alternatives;
Transitional period;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Poland

Company name confidential: Yes 
 
	Comment:
We would like to express our concern regarding the scope of the restriction proposed by ECHA. In our opinion it is too broad taking into consideration the initial purpose of the restriction proposal (i.e. plastic litter in the marine environment) and it will impact on key product categories most specifically leave-on cosmetic products. As the ECHA proposal dossier itself states leave-on cosmetics are estimated to be 2% of the overall emissions of intentionally added microplastics to products, it also indicates that 79.3% of the costs of the overall restriction (i.e. the costs of the restriction for all implicated sectors) will be borne by leave-on cosmetic products alone. It is clear that our sector is totally disproportionately affected and it will directly impact our company in a way that we feel is unreasonable and unequal. There is no scientific data suggesting that non-solid plastics (polymers) in leave on cosmetics may negatively impact environment. ECHA proposal should be considered as contradictory to the Better Regulation Principles which are one of the key policies of the European Commission. Therefore, we are of the opinion that leave-on cosmetic products should be exempted from the restriction proposal.
Information on alternatives: We definitely do not agree with evaluation of alternatives availability presented by ECHA. ECHA makes false assumption that there are alternative ingredients to all microplastics immediately
available in the market. This is a major shortcoming for what concerns the assumption on the
reformulation cost in the proposal. The ECHA proposal disregards evidence submitted by
Cosmetics Europe during the call for evidence on the availability of alternatives.
To the best of our knowledge there are no known alternatives for many critical cosmetics
functions. Based on our experience one to one substitution of ingredients is not always feasible.
Suitability of alternatives depends on many factors like the interaction with the other ingredients
in the formulation, cost and performance. Fundamental research and investments would be
needed to find, deviating our business from its normal course, which could result in losing
competitiveness or even withdrawing entire products lines. What is more, we are completely
dependent on the capacity of our suppliers to propose new raw materials, which was not
addressed in the ECHA dossier. We are of the position that the availability of alternatives should
be re-evaluated by ECHA as it is a key factor as to whether a product can be reformulated.
Transitional period: In our view, the proposed transition periods for cosmetic industry are definitely too short to
complete all necessary reformulations. The average reformulation process takes around 4.5-5
years – taking into consideration that some crucial properties of products will be affected (e.g.
physico-chemical form, viscosity, thixotropic properties – which are not replaceable in one-toone
exchange of the ingredient). However, if there is no suitable alternative from suppliers,
fundamental research is needed first to develop new raw materials so the process could be
extended to 8-10 years.
What also concerns us is that we would be forced to reformulate many products at the same
time - containing not only one substance, but potentially few polymers (substances) at the time.
This would be a tremendous scale of reformulation of large part of the portfolio of each cosmetic
products producer. Moreover, ECHA has not acknowledged the technical time related to the
shelf-life test which requires between 30 and 36 months to be added to the 4.5-5 years for the
baseline reformulation. Consequently, we postulate to double the transitional periods proposed
in the dossier


	
	
	Answer to specific info request 1:
Intentionally added microplastics from cosmetic products represent only a very minor potential
contribution to the overall aquatic plastic litter. Microplastics used in cosmetic formulas behave
similar to other non-water-soluble cosmetic ingredients. Thus, it appears feasible to us to assess
their biodegradability in the same way as the biodegradability of conventional chemicals. We
believe that the persistence profile as well as the solubility should be evaluated for each
substance. The current proposed definition would include many water-soluble polymers that are
initially solid but dissolve in water in a subsequent life-cycle stage, e.g. powders that are made up
of solid particles (granules) of polymeric detergents and other non-plastic ingredients that
dissolve in water. In our opinion ECHA should assess the need to add some additional criteria in
the proposed definition (e.g. biodegradability, solid state in the aquatic environment, etc.).


	
	
	Answer to specific info request 3:
3a.
- leave on
thickener: 0,1-2,0%
reology modifier: 0,1-3%
- rinse off
opacifier: 0,1-2,0%
thickener: 0,1-2,0%
- Scrub: 0,1-15%
3b. 
rinse-off: about 25% (% microplastics - 0,1-13%)
leave-on: about 40% (microplastics - 0,1-2,0%)
3d.
max. 1%


	
	
	Answer to specific info request 5:
In our opinion, the proposal by ECHA makes wrong (false) assumptions regarding SMEs, for
example that the impact of the restriction might not be negative for them. Proposal states that
SMEs “tend to specialise in niche organic and natural products”. We can confirm that this is not
the case. Cosmetics Europe current estimate is only around 7% of SMEs in its membership focus
only on niche organic and natural products and it is also the case for the Polish market.
What is more, the dossier underestimates elements related to reformulation costs,
reformulation capacity and time which are key to impact assessment. It would result in a severe
socio-economic burden on the cosmetics industry including for SMEs, resulting in an impact on
competitiveness, jobs and growth of the sector and on consumer choice, for a very limited
benefit to the environment.


	
	
	Answer to specific info request 6:
All of this polymers
6b. 
- leave-on: POLYMETHYL METHACRYLATE, POLYURETHANE CROSSPOLYMER-1, POLYAMIDE-5, Polyamide (nylon) 6, Polyamide (nylon) 12, Styrene acrylate copolymer, ACRYLATES COPOLYMER, ACRYLATES CROSSPOLYMER, POLYSTYRENE, METHYL METHACRYLATE CROSSPOLYMER,POLYMETHYLSILSESQUIOXANE,ETHYLENE/ACRYLIC ACID COPOLYMER
- rinse-off:POLYETHYLENE,POLYLACTIC ACID


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2108
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Content:
Scope or restriction option analysis;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Worlée-Chemie GmbH

Org. country: Germany
 
	Comment:
Worlée is a family owned company that manufactures chemical raw materials for construction chemicals, paints, coatings and printing inks. The company also produces raw materials for cosmetic applications in decorative and skin care cosmetics. Our portfolio mostly contains polymer-based raw materials such as acrylate dispersions, alkyd emulsions or polyesters. The proposed labelling and the extensive reporting requirements involve a large amount of bureaucracy. In the context of manpower and costs, the proposed requirements are extremely challenging. Especially the proposed ban on microplastics in cosmetics has a great impact on our cosmetic raw material portfolio with unpredictable consequences.
Even though film-forming polymers and hydrogels are exempted from the ban according to paragraph 5(b), labelling as microplastics according to paragraph 7 and reporting to paragraph 8 is required. Actually, it can be assumed that manufacturers of cosmetics will no longer buy our raw materials because our products will be stigmatized as microplastics. 
Therefore, it would be helpful to include the exemptions for film-forming polymers and hydrogels into paragraph 3. Thus, labelling and reporting would not be necessary and our products would not be stigmatized as microplastics.
The proposed microplastics definition in paragraph 2 is too general and difficult to apply concerning polymer dispersions and there are some outstanding questions:
Are polymers, synthesized by emulsion polymerization and dispersed in an aqueous solution, covered by the definition of microplastics?
Are any methods available to determine whether the dispersed polymer is solid (paragraph 2(e)) or liquid (paragraph 2(g)) without changing the physico-chemical properties of the initial dispersed polymer?
Disclosure of confidential business information: 
According to paragraph 8 every downstream user subject to at least one of the exemptions outlined in paragraph 4(a), 4(b), 5(b) and 5(c) is obliged to report certain information to ECHA including the identity of the polymer(s). It is a matter of fact that most downstream users (e.g. paint formulators) do not have any detailed information about the identity of non-classified polymers. This information is only available at the manufacturer’s level. Disclosing it to industrial downstream users or to professional users would certainly have a large negative impact on CBI protection and competitiveness – especially for those enterprises manufacturing specialty chemicals.
Paragraph 8 does not provide any details which information about the chemical identity is required. Should a CAS number be provided we would like to outline:
•	CAS registration numbers (RN) are not mandatory and thus not every polymer placed on the market has a CAS RN.
•	A CAS RN covers various chemically similar polymers, which may differ in terms of molecular weight, monomer ratio, production parameters, biodegradability, water solubility etc.
In case a reporting obligation for microplastics should be maintained it has to be done at the polymer manufacturer’s level and it has to be clearly defined, which parameters are suitable and required to clearly identify a specific polymer.


	
	
	Answer to specific info request 1:
First of all, it is a matter of common knowledge that the suggested test methods in Section 2.2.1.6 of the Annex XV report (Table 21 1-3 – Appendix X) are not designed for polymers and in general the laboratories are unexperienced handling hardly soluble and insoluble polymers as test item. It needs to be discussed scientifically which test methods are suitable for polymers to obtain reliable results. One should consider that there are significant differences between soluble, hardly soluble and insoluble polymers.
Our company already commissioned different studies (OECD 301 B or F) to assess the ready biodegradation and/or enhanced/modified biodegradation of some polymers. The conclusion is, that the assessment of such studies is challenging and the results are often inconclusive especially in case of insoluble polymers. It is our experience that OECD 301 F seems to be not suitable for polymers that are insoluble in water. Additionally, there are no specific limits defined to decide whether the polymer is soluble, hardly soluble or insoluble. Moreover, it is the case that these figures vary depending on the chosen test method.


	
	
	Answer to specific info request 6:
In our opinion it is not useful to prepare a list of polymers that may or may not be impacted by the proposed restriction. Neither the polymer name (as defined by industry) nor the INCI name provide information about the physical state, particle size and biodegradability or whether it is a film-forming polymer or a hydrogel. One INCI name can be used for many different polymers and some of these polymers may be microplastics and others may not. Thus, for example, the INCI name Acrylates Copolymer could stand for a particulate, not biodegradable polymer that would be a microplastic or it could describe a soluble, non-particulate and biodegradable polymer which would not be considered as a microplastic. 
Therefore the preparation and subsequent publication of such a list (Annex F. Appendix D.1 Table 88) is misleading. As a consequence, manufacturers of cosmetics as well as consumers will consider all listed polymers as microplastics which is definitely not the case.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2110
	Date: 2019/05/20 11:11

Content:
Scope or restriction option analysis;
Baseline;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Belgium

Company name confidential: Yes 

Attachment:




<redacted>
 
	Comment:
Please refer to uploaded documents


	
	
	Answer to specific info request 6:
Please refer to uploaded documents


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2111
	Date: 2019/05/20 11:15

Content:
Scope or restriction option analysis;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Confederation of European Paper Industries

Org. country: Belgium

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 1:
The Confederation of European Paper Industries (CEPI), representing the manufacturing sector of pulp and paper, is concerned about the way the ECHA restriction proposal* has been developed.
Although we agree on the urgent need to restrict substances or mixtures containing microplastics that will persist in nature and cause environmental harm, we believe the scope definition requires clarification to avoid unintended impacts on substances, mixtures and articles made from natural and modified polymers of lignin and cellulose pulp. These should be excluded from the scope of the Restriction.
The justification for the proposed amendment can be found in an uploaded document on cellulose pulp.
We therefore call for a clarification in the microplastic definition in the final restriction, where it should be stated specifically that cellulose pulp, dissolving pulp, treated pulp and derived products are excluded from the scope of the restriction.
*Annex XV restriction report proposal for a restriction of intentionally added microplastics (Version number 1.1 of 20 March 2019)


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2112
	Date: 2019/05/20 11:19

Content:
Scope or restriction option analysis;
Environmental emissions;
Information on costs;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Regional or local authority

Org. name: LandesSportBund Sachsen-Anhalt e.V.

Org. country: Germany

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 2:
a.: Nach neueren Erkenntnissen werden zwischen 0,25 t/a und 5 t/a in Deutschland an Befüllungsgranulat pro Kunststoffrasenfläche verwendet (Fraunhofer 2018, S. 11). Das entspricht einer Gesamtmenge von ca. 7.500 bis 9.900 t/a. 
b.: Nach dem aktuellen Forschungsstand besteht nach Kenntnis des DFB ein hohes Maß an Unsicherheit darüber, wie und in welchen Mengen das als Mikroplastik definierte Granulat auf Sportplätzen in die Umwelt freigesetzt wird. Nach den uns zur Verfügung stehen-den Informationen gibt es große Unterschiede bei der Einschätzung der Menge an Mikroplastiken, die in den einzelnen Mitgliedstaaten oder in der EU/EWR als Füllmaterial für Kunstrasen verwendet wird. Insbesondere Umfang und Methodologie der Forschung in diesem Bereich sind bisher noch wenig standardisiert und nachvollziehbar. Der DFB geht davon aus, dass der Anteil des Eintrags von Mikroplastik über Kunststoffrasenplätze je nach Mitgliedstaat ca. 1 bis 3 Prozent im Verhältnis zum Gesamteintrag beträgt. Demnach ist der Umwelteintrag verglichen mit anderen Hauptquellen relativ gering (Europäische Kommission 2018, ii)).
c.: Gezielte Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt bereits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaustrags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmatten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sportplätze (z.B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer starken Verringerung des Austrags von Mikroplastik beitragen. 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alternative Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben werden können. 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alternativen qualitäts- und kostenmäßig (z.B. hinsichtlich der Bespielbarkeit und Lebensdauer) vergleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbar-keit oder das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen Alternativfüllungen verändert (Plan Miljø Studie 2017). Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alternativer organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplätzen, die ohne Füllstoffe auskommen. Sowohl eine wissenschaftliche Folgenabschätzung als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind eine zentrale Forderung der von der Thematik betroffenen Sportverbände in Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunststoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mittel- bis langfristig erarbeitet und bereitgestellt werden können.
d.: In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb gemeldete Kunststoffrasenplätze (DFBnet), sowie ca. 1.000 DFB-Minispielfelder. Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunststoffrasenplätze von Grund auf erneuert. Hinsichtlich der bestehenden Plätze dürfte eine Umstellung auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommunen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei einem vollständigen Ver-bot und einer Verwendung alternativer Füllstoffe deutlich höher ausfallen würden. Laut eigener Berechnungen belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen Millionenbetrag. Die insgesamt zu erwartenden Kosten eines Verbotes können aufgrund fehlender Kenntnisse über geeignete alternative Füllstoffe (Geeignetheit, Verfügbarkeit) derzeit nicht seriös beziffert werden. Auf Grundlage aktueller Daten zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Austausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich (bis zu 90 Mio. EUR) liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen erforderlich sind. Die Kosten für eine Umsetzung gezielter Risikomanagementmaßnahmen zur Zurückhaltung des Materialaustrags dürften nach Schätzungen und je nach Umfang der Maßnahmen pro Kunststoffrasensystem bei 3.000 bis 10.000 EUR liegen.
e.: Der gemeinwohlorientierte Sport ist die größte zivilgesellschaftliche Bewegung in Deutschland und Europa. In Sachsen-Anhalt engagieren sich knapp 45.000 Bürger freiwillig und ehrenamtlich im organisierten Sport für rund 355.000 Mitglieder in über 3.000 Sportvereinen.
Der Sport schafft ein strukturiertes, an die gesamte Bevölkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportvereine in Sachsen-Anhalt zählen rund 105.000 Mitgliedschaften im Kinder- und Jugendalter (LSB-Bestandserhebung 2019), allein in den Sportarten Fußball und Hockey liegt diese Zahl bei insgesamt ca. 31.500 aktiven Nachwuchssportlern (LSB-Bestandserhebung 2019). Damit sind diese 822 Fußball- und Hockeyvereine die wichtigste Anlaufstelle für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben für die ganzheitliche Persönlichkeitsbildung junger Menschen. Dem Sport kommt eine wichtige Vorbild- und Lehrfunktion im Bereich der Integration und demokratischen Grundbildung zu. Für das herausragende gesellschaftliche Engagement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergärten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbeiten. Um allen Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvoraussetzung. Ein für alle zugängliches und umfangreiches Sportangebot ist nur durch die Verfügbarkeit von ganzjährig nutzbaren Sportanlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fußball sowie für den Hockeysport, eine wichtige Rolle, da sie eine intensivere Nutzung als Naturrasen- oder Tennenplätze erlauben. Allein mit Naturrasen- und Tennenplätzen lässt sich der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Jugendmannschaften, nicht aufrechterhalten. 
In Sachsen-Anhalt gibt es rund 85 Sportanlagen (zum Teil mit mehreren Spielfeldern) an denen für den Fußball und Hockey Kunststoffrasenplätze vorhanden sind. Insgesamt nutzen Fußball- und Hockeyvereine insgesamt knapp 650 Sportplätze. Die circa 13 % Kunststoffrasenplätze befinden sich schwerpunktmäßig in den beiden Großstädten Magdeburg und Halle (Saale). Hier wäre ein Trainings- und Wettkampfbetrieb etlicher Vereine ohne diese Anlagen undenkbar. An diesen Standorten nutzen die Anlagen nicht nur mehrere Fußballvereine gleichzeitig sondern teilen sich die Sportarten Fußball und Hockey auch den Sportplatz.
Ungeachtet der Tatsache, dass ohne diese Plätze der Trainings- und Wettkampfbedarf nicht auch nur annährend bedient werden könnte, wäre es ebenso unvorstellbar diese Stunden auf neu zu errichtende Naturrasenplätze umzulagern, da die hohe Stundenzahl der Nutzung auf dem Naturbelag nicht möglich ist.
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasensystemen direkt bei Inkrafttreten der Beschränkung wäre daher unverhältnismäßig. Es würde zu hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen führen, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Finanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszugehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf Vereinsebene stellt ein solch außerordentlicher Kostenpunkt ein großes finanzielles Risiko dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden würde. Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kostenstreckung erlauben, würde das Sportangebot in Sachsen-Anhalt sehr negativ beeinflussen.
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-Verordnung spricht sich der LandesSportBund Sachsen-Anhalt daher für eine angemessene Übergangsfrist von mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunststoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung bestehender Flächen aus.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2113
	Date: 2019/05/20 11:20

Content:
Scope or restriction option analysis;
Baseline;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Trade union

Org. name: Swedish Seed Trade Association

Org. country: Sweden

Attachment:



 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2115
	Date: 2019/05/20 11:49

Content:
Scope or restriction option analysis;
Hazard or exposure;
Description of analytical methods;
Information on alternatives;
Information on costs;
Other socio economic analysis (SEA) issues

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: American Chamber of Commerce to the European Union

Org. country: Belgium

Attachment:


 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2116
	Date: 2019/05/20 11:59

Content:
Environmental emissions;
Information on alternatives;
Information on costs;
Information on benefits;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Fertilizers Europe

Org. country: Belgium

Attachment:




<redacted>

Privacy comment: protection of commercial interests of member companies

	Comment:
Comments from Fertilizers Europe were already provided by my colleague Leondina Della Pietra on 15 May. However, as there were problems with ECHA's server we are unsure they were well received. 
In case they were, please disregard this submission.


	
	
	Answer to specific info request 1:
please refer to the attached document

	
	
	Answer to specific info request 3:
please refer to the attached document

	
	
	Answer to specific info request 5:
please refer to the attached document

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2117
	Date: 2019/05/20 12:02

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Information on alternatives;
Information on costs;
Other socio economic analysis (SEA) issues;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: DAW SE

Org. country: Germany

Attachment:



 
	Comment:
Wir unterstützen vollinhaltlich die Position des Verbandes der Deutschen Lack- und Druckfarbenindustrie e.V. (VdL)


	
	
	Answer to specific info request 3:
Wir unterstützen vollinhaltlich die Position des Verbandes der Deutschen Lack- und Druckfarbenindustrie e.V. (VdL), die wir als Anlage hinzugefügt haben. Als größter privater Europäischer Farbenhersteller mit einem Jahresumsatz von ca. 1,3 Mrd. € verleihen wir unserer tiefen Besorgnis über die geplante, unverhältnismäßige Beschränkung Ausdruck.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2118
	Date: 2019/05/20 12:01

Content:

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: SOIA - Cefic Sector Group

Org. country: Belgium

Attachment:



 
	Comment:
Soia (the Synthetic Organic Ion Exchangers and Adsorbents Group), a Sector Group of Cefic, the European Chemical Industry Council, fully recognise the current concerns over microplastics and release of this material type in the environment.  The restriction proposal as it is published by ECHA will have significant impact on the manufacturers, importers and downstream users of Ion Exchange Resins (hereafter called IER) and subsequently consumers.  
The scope of the definition is much broader than the definition of microplastics (although all plastics are polymers, not all polymers are microplastics) and it would lead to the entire IER portfolios of the EU manufacturers to be considered as microplastics (e.g. drinking water softeners, cartridges for dishwasher, cars, coffee machines, water dispenser etc).  In all these applications there are no intentional release to the environment.
In our opinion the restriction proposal should have a more focused scope, a more precise microplastic definition and target specific uses identified as high risk. Please see the whole argumentation in attachment for further explanations regarding our position.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2119
	Date: 2019/05/20 12:17

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Baseline;
Information on alternatives;
Information on benefits;
Transitional period;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: International NGO

Org. name: European Environmental Bureau (EEB)

Org. country: Belgium

Attachment:



 
	Comment:
The EEB supports the dossier submitter’s conclusion according to which the risks arising from the releases to the environment of intentionally used microplastics are not adequately controlled. We therefore support the need for a restriction.
Although scientific uncertainties remain regarding the impacts of microplastics to ecosystems and human health, the existing scientific evidence already shows toxic effects on a wide range of organisms along food chains, as well as trophic transfer and bioaccumulation. 
Available scientific evidence shows also the widespread presence of microplastics in terrestrial and aquatic environments, in biota, in rainwater, air and snow in Europe. 
There is evidence that at present, microplastics represent a high risk to the environment in several locations.
Available industry data shows increasing trends in plastics’ (and microplastics’) production and use in Europe that will result in the inevitable release of microplastics to the environment, despite the future potential adoption of risk management measures for some uses.  We fully support the Dossier Submitter’s conclusion that intentionally added microplastics should be treated as non-threshold substances. As stated at the Restriction proposal, the extreme persistence in the environment of micro and nano plastics leads to an increasing and irreversible environmental stock, with unpredictable negative consequences to our ecosystems, warranting the need for regulatory action to reduce environmental releases of microplastics to the environment.
The EEB would like to contribute to support the restriction by:
- Providing recent scientific evidence on:
- Adverse ecotoxicological effects and trophic transfer
- Risks of nanoplastics resulting from the degradation/ transformation of microplastics
- Biomagnification and bioaccumulation
- Synergetic effects with other environmental pollutants
- Exposure of European ecosystems
- Providing comments on the need to expand the scope to microbeads used in synthetic turf 
- Providing comments on the need to improve the proposed biodegradation criteria.
Further, we would like to stress the need for ECHA’s Committees to assess, in their opinions, if the proposed derogations are properly justified and supported by scientific evidence and their impacts on the environment have been properly quantified. 


	
	
	Answer to specific info request 1:
Existing biodegradability criteria today should ALL be improved to be more ambitious and present no adverse environmental effects. Since there is no sufficiently ambitious standard available today, ECHA should take a precautionary approach and not include biodegradable polymers as an exemption.
ECHA should take a precautionary approach and be consistent: a so-called biodegradable polymer/polymer mixture that is added to a product is still a plastic. There are naturally occurring alternatives for most functions performed by plastics in products (e.g. scrub in the scrubbing agents could very well be clay, why would it need to be plastic?). 
Existing biodegradability criteria in standards and test methods do not work for different environmental matrixes. A polymer that is soil biodegradable, will not necessarily biodegrade in other environmental matrixes such as water, or may persist much longer and biodegrade (if at all) after a much longer time. 
Existing biodegradability criteria today should all be improved to be more ambitious and present no adverse environmental effects. Since there is no sufficiently ambitious standard available today, ECHA should take a precautionary approach and not include biodegradable polymers as an exemption. 
If biodegradable polymers are finally exempted, this exemption should cover only products that have a low likelihood of entering other environmental compartments and the proposed criteria should be improved according to the considerations outlined in ECOS’ submission to this public consultation.
Please see the attachement for further information on this and other issues


	
	
	Answer to specific info request 2:
The quantity of microplastics used as synthetic turf infill material in individual Member States or the EU/EEA (Tonnes/yr). Hanns et al. (2018) Investigating options for reducing releases in the aquatic environment of microplastics emitted by (but not intentionally added in) products. Final Report. ICF and Eunomia. https://www.eunomia.co.uk/reports-tools/investigating-options-for-reducing-releases-in-the-aquatic-environment-of-microplastics-emitted-by-products/)
The report by Hans et al (2018) estimates that a total of 51,616 pitches exist in Europe with an installed area of 112 million square meters. Using the infill density of 16.1 kg/m2 the total infill estimated to be installed in Europe is 1.8 million tonnes.
The quantity of microplastics released to the environment (Tonnes/yr, all relevant compartments), and an assessment of the different pathways by which microplastics can be released into the environment and an evaluation of their relative importance. 
The report by Hans et al (2018) estimates the infill loss to the total installed infill in Europe between 18,000 and 72,000 tonnes per year. Polymeric infill from artificial sports turf can be inadvertently removed by players (when attached to their clothing or footwear), and also through maintenance activities such as snow clearance in some countries. It may then enter drains, soil, or surface water, or be removed as part of waste collection.
Examples of ‘best practice’ operational conditions (OCs) and risk management measures (RMMs) to prevent or minimise the release of infill material to the environment, including an estimate of their effectiveness. 
The report by Hans et al (2018) highlights that although the majority of the market uses rubber crumb from recycled tyres—often referred to simply as SBR (styrene-butadiene rubber), performance infill can be made from organic alternatives such as cork and coconut husk, which are available in the EU market. 
A report by the Earthwatch Institute (2019) offers guidance on key actions to reduce losses of microplastics used as turf infill, including: 
•	Install or plan appropriate measures to adequately mitigate release of infill into the environment. Organic infill such as cork, if appropriate for the installation, will completely mitigate the microplastics issue for artificial turf.
•	Investigate infill loss mitigation measures that can be built in from the beginning: 
◦	appropriate inside storage for infill used for top-ups
◦	handling procedures to reduce loss when moving infill around
◦	changing room cleaning procedures such as the correct disposal of infill when cleaned up
◦	filters in drains in changing rooms and in local rainwater drains, including regular emptying
◦	player education and designated ‘shake-off’ zones where infill is removed from clothing
◦	special attention should be paid to these sites including buffers to prevent migration of the infill by wind and rain towards water courses (<50M).
Earthwatch Institute (2019) MICROPLASTICS: HOW SHOULD BUSINESS RESPOND? https://microplastics.earthwatch.org.uk/ 
Please see the attachement for further information on this and other issues


	
	
	Answer to specific info request 4:
we would like to stress the need for ECHA’s Committees to assess, in their opinions, if the proposed derogations are properly justified and supported by scientific evidence and their impacts on the environment have been properly quantified. 
Please see the attachement for further information on this and other issues

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2120
	Date: 2019/05/20 12:35

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: <redacted>

Org. country: Germany

Company name confidential: Yes 
 
	Comment:
A strong definition of microplastic is necessary. Especially the importance of the meaning of "solid" is to be exposed. By this other polymers used can be protected from upcoming criticisms.


	
	
	Answer to specific info request 1:
In our opinion the test methods are crucial for the identification as biodegradable materials. The test methods should simulate the natural environment as good as possible.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2121
	Date: 2019/05/20 12:45

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Baseline;
Other socio economic analysis (SEA) issues;
Transitional period;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: International NGO

Org. name: ClientEarth

Org. country: Belgium

Attachment:



 
	Comment:
ClientEarth welcomes this Restriction and, in particular, its scope which covers all sources of intentionally added microplastics, irrespective of the sector or specific use. This inclusive scope is justified considering the breadth of the environmental disaster. However, the derogations and transitional periods raise concerns as our contribution highlights.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2122
	Date: 2019/05/20 12:49

Content:
Environmental emissions;
Information on costs;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Fußballverband Rheinland

Org. country: Germany

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 2:
a.: Nach neueren Erkenntnissen werden zwischen 0,25 t/a und 5 t/a in Deutschland an Befüllungsgranulat pro Kunststoffrasenfläche verwendet (Fraunhofer 2018, S. 11). Das entspricht einer Gesamtmenge von ca. 7.500 bis 9.900 t/a. 
b.: Nach dem aktuellen Forschungsstand besteht nach Kenntnis des DFB ein hohes Maß an Unsicherheit darüber, wie und in welchen Mengen das als Mikroplastik definierte Granulat auf Sportplätzen in die Umwelt freigesetzt wird. Nach den uns zur Verfügung stehen-den Informationen gibt es große Unterschiede bei der Einschätzung der Menge an Mikroplastiken, die in den einzelnen Mitgliedstaaten oder in der EU/EWR als Füllmaterial für Kunstrasen verwendet wird. Insbesondere Umfang und Methodologie der Forschung in diesem Bereich sind bisher noch wenig standardisiert und nachvollziehbar. Der DFB geht davon aus, dass der Anteil des Eintrags von Mikroplastik über Kunststoffrasenplätze je nach Mitgliedstaat ca. 1 bis 3 Prozent im Verhältnis zum Gesamteintrag beträgt. Demnach ist der Umwelteintrag verglichen mit anderen Hauptquellen relativ gering (Europäische Kommission 2018, ii)).
c.: Gezielte Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt bereits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaustrags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmatten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sportplätze (z.B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer starken Verringerung des Austrags von Mikroplastik beitragen. 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alternative Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben werden können. 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alternativen qualitäts- und kostenmäßig (z.B. hinsichtlich der Bespielbarkeit und Lebensdauer) vergleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbar-keit oder das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen Alternativfüllungen verändert (Plan Miljø Studie 2017). Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alternativer organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplätzen, die ohne Füllstoffe auskommen. Sowohl eine wissenschaftliche Folgenabschätzung als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind eine zentrale Forderung der von der Thematik betroffenen Sportverbände in Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunststoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mittel- bis langfristig erarbeitet und bereitgestellt werden können.
d.: In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb gemeldete Kunststoffrasenplätze (DFBnet), sowie ca. 1.000 DFB-Minispielfelder. Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunststoffrasenplätze von Grund auf erneuert. Hinsichtlich der bestehenden Plätze dürfte eine Umstellung auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommunen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei einem vollständigen Ver-bot und einer Verwendung alternativer Füllstoffe deutlich höher ausfallen würden. Laut eigener Berechnungen belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen Millionenbetrag. Die insgesamt zu erwartenden Kosten eines Verbotes können aufgrund fehlender Kenntnisse über geeignete alternative Füllstoffe (Geeignetheit, Verfügbarkeit) derzeit nicht seriös beziffert werden. Auf Grundlage aktueller Daten zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Austausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich (bis zu 90 Mio. EUR) liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen erforderlich sind. Die Kosten für eine Umsetzung gezielter Risikomanagementmaßnahmen zur Zurückhaltung des Materialaustrags dürften nach Schätzungen und je nach Umfang der Maßnahmen pro Kunststoffrasensystem bei 3.000 bis 10.000 EUR liegen.
e.: Der gemeinwohlorientierte Sport ist die größte zivilgesellschaftliche Bewegung in Deutschland und Europa. In Deutschland engagieren sich knapp acht Millionen Bürger freiwillig und ehrenamtlich im Sport. Das entspricht einer jährlichen Wertschöpfung und einem Wohlfahrtsgewinn allein in Deutschland von ca. 6,7 Milliarden Euro. Vergleichbare Zahlen lassen sich auch für die gesamte EU feststellen. In den EU-Mitgliedstaaten engagieren sich im Jahre 2010 zwischen 92 und 94 Millionen Menschen freiwillig für Ziele des Gemeinwohls, davon die meisten im Sport (ca. 35 bis 40 Prozent aller freiwillig Tätigen in der EU) (Europäische Kommission 2010). 
Der Sport schafft ein strukturiertes, an die gesamte Bevölkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportvereine in Deutschland zählen zehn Millionen Mitgliedschaften im Kinder- und Jugendalter (DOSB-Bestandserhebung 2018), allein im DFB liegt diese Zahl bei 2,1 Millionen (DFB-Mitgliederstatistik 2018). Damit sind Sportvereine die wichtigste Anlaufstelle für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben für die ganzheitliche Persönlichkeitsbildung junger Menschen. Dem Sport kommt eine wichtige Vorbild- und Lehrfunktion im Bereich der Integration und demokratischen Grundbildung zu. Für das herausragende gesellschaftliche Engagement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergärten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbeiten. Um allen Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvoraussetzung. Ein für alle zugängliches und umfangreiches Sportangebot ist – vor allen Dingen in Großstädten und Ballungsgebieten – nur durch die Verfügbarkeit von ganzjährig nutzbaren Sportanlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fußball, eine wichtige Rolle, da sie eine intensivere Nutzung als Naturrasen- oder Tennenplätze erlauben. Allein mit Naturrasen- und Tennenplätzen lässt sich der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Jugendmannschaften, nicht aufrechterhalten. Ein Kunststoffrasenplatz ersetzt etwa 2,5 Naturrasenplätze (DFBnet). Auf weniger als 10 Prozent der Naturrasenplätze finden an Wochenenden mehr als 2 Spiele statt. Bei Kunststoffrasenplätzen finden hingegen bei über 40 Prozent der Plätze mehr als 2 Spiele statt. Weniger als 10 Prozent der Naturrasenplätze wird an einem Wochenende mehr als 150 Minuten genutzt. Bei Kunstrasenplätzen werden hingegen etwa 35 Prozent an einem Wochenende mehr als 150 Minuten genutzt. 27.773 Spielstätten in Deutschland (ca. 70 Prozent) werden von Sportvereinen genutzt. Ein Drittel der Kunstrasenplätze werden von 2 oder mehr Vereinen mit alle ihren Jugend- und Seniorenmannschaften benutzt. Etwas über ein Drittel aller Naturrasenplätze wird von mehr als 5 Mannschaften bespielt. Bei Kunstrasenplätzen werden fast drei Viertel (72 Prozent) von mehr als 5 Mannschaften genutzt. Etwa 10 Prozent aller Naturrasenplätze wird von mehr als 10 Mannschaften bespielt. Bei Kunststoffrasenplätzen sind es ca. 41 Prozent der Plätze, die von mehr als 10 Mannschaften genutzt. Nur 1 Prozent aller Naturrasenplätze wird von mehr als 15 Mannschaften bespielt. Bei Kunstrasenplätzen beträgt der Anteil immerhin noch knapp 18 Prozent. Etwa 6 Prozent werden sogar von über 20 Mannschaften bespielt. Je größer die Vereinsgröße (insbesondere Anzahl der Mannschaften), desto höher ist der Anteil der Vereine, die auch eine Spielstätte vom Typ Kunstrasen haben.
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasensystemen direkt bei Inkrafttreten der Beschränkung wäre daher unverhältnismäßig. Es würde zu hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen führen, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Finanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszugehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf Vereinsebene stellt ein solch außerordentlicher Kostenpunkt ein großes finanzielles Risiko dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden kann. Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kostenstreckung erlauben, würde das Breitensportangebot im Verbandsgebiet des Fußballverbandes Rheinland und sicher in ganz Deutschland sehr negativ beeinflussen.
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-Verordnung spricht sich der Fußballverbandes Rheinland daher für eine angemessene Übergangsfrist von mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunststoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung bestehender Flächen aus.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2123
	Date: 2019/05/20 13:06

Content:
Scope or restriction option analysis

Type: BehalfOfAnOrganisation

Org. type: Other contributor

Org. name: Spanish Professional Football League

Org. country: Spain

Attachment:



 
	Comment:
LaLiga fully supports that microplastics and in particular the use of ELT granular in synthetic turf pitches needs to be examined. However, LaLiga believes as well that a gradual approach will accommodate public authorities’ objectives to protect and safeguard the environment and guarantee citizens, and in particular, children’s access to sport facilities.  
An immediate prohibition of ELT granular in synthetic turf pitches may have a large social and economic impact that can prove to be disproportionate for all stakeholders involved, including in particular, citizens. 
It is a crucial moment now for European, national and regional authorities as well as for manufacturers and sport associations to gather more data and conduct a proper assessment of the advantages and disadvantages of the use of ELT granular in synthetic turf pitches in comparison to the use of other alternatives and an evaluation of the costs thereof.


	
	
	Answer to specific info request 2:
It is fundamental for citizens to have access to good and sustainable sport facilities all year long. 
In Spain 3.600 persons (out of 12.000 surveyed persons) practice sports to be in shape and the majority of them (11.160) do it at least once a week, regardless of whether it is holidays or school period of the year.  
In these conditions, synthetic turf pitches play an important role as they can be used by citizens in a more intensive manner than natural turf pitches.
Additionally, there are increasingly more players in national University championships. For instance, 251 players took part in football championships in 2017. In the same championships but for rugby 333 players participated.  
The use of synthetic turf with granules from ELT has increased in Spain in the last years. 140 pitches of LaLiga’s clubs members use synthetic turf pitch. This type of pitch is increasingly used in other sports like rugby and golf.    
According to the latest statistics from the High Council for Sport in Spain, there are 8. 331 football pitches (p. 189), 5. 000 of which with synthetic turf. Additionally, there are 15.637 sports infrastructures dedicated mainly to football (p. 190). Hence the potential number of pitches with synthetic turf in Spain may be higher. 
Municipal authorities, schools and universities are increasingly having synthetic turf pitches with ELT granules installed in their recreational areas. 
However, we do not dispose of specific information on the number of these spaces and it is difficult to describe the impact on these facilities by the introduction of the prohibition. It is noteworthy that many of these facilities may be owned by public authorities. 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2124
	Date: 2019/05/20 13:06

Content:
Hazard or exposure;
Environmental emissions;
Baseline;
Description of analytical methods;
Information on costs;
Information on benefits

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: European Polymer Dispersion and Latex Association (EPDLA)

Org. country: Belgium

Attachment:



 
	Comment:
Baseline
The EPDLA supports CEFIC’s position regarding the applicability of REACH on this topic due to the scope of the restriction proposal being too broad and not sufficiently defined, causing tremendous efforts which are not proportional towards the targeted effect.  By assessing a group of substances identified generically, as opposed to a group of individually identified substances without having identified hazard, it is also doubtful that the planned restriction is covered by the REACH regulation as is. Even administrative bodies are questioning the use of REACH for this microplastics restriction. While the EPDLA supports efforts to reduce (micro)plastic pollution into the environment, the precautionary principle seems to be abused in this instance.
Dispersions have been successfully and safely used for decades e.g. in coatings and adhesives and have helped to significantly reduce VOC emissions and improve workplace hygiene due to the reduction of solvent usage in such applications. 
The EPDLA agrees that industrial sites should be derogated from this restriction, but further suggests that professional sites with equivalent risk management measures (RMM) for workers should receive the same derogation. In professional settings, well trained, well instructed and well-equipped workers are implementing RMMs very effectively, and we consider that the use of microplastics in such professional settings should also be considered safe and therefore derogated from this restriction.
The definition of “solid” according to CLP is not directly applicable to (polymer) dispersions. Polymers and polymer dispersions do not exhibit a melting point, instead they exhibit a glass transition temperature. Dispersions which exhibit film formation at room temperature or lower must be considered to be liquid because, by definition, solid particles wouldn’t be able to from a film. Therefore, an additional criterion such as “particles that cannot alter their shape at 20°C are considered to be solid” could help to sharpen the definition when applied to dispersions. 
Analytically, the lower limit proposed by ECHA is simply not enforceable. To be enforceable, a restriction must have limits that could be proven in mixtures with available analytical methods. On this basis, the lower size limit needs adaptation into the µm-scale. As one example, the identification of Microplastics with µ-FTIR in the environment reaches lower limits of reliability at only 5 – 10 µm due to scattering at the surfaces of particles. With µ-RAMAN spectroscopy measurements of 1-2 µm could be achieved. (Analyst, 2009, 134, 1586; Baseman, Microplastics Analyses in European Waters 2019, p. 18) Neither method is standard in analytical laboratories. In the Microplastics conference 2018, only a few studies were published where authors claimed to be able to identify the chemical basis for particles in the range of 500 nm. The proposed lower limit of 1 nm is far from any standard analytical capability. At 1 nm it is impossible to distinguish between a medium sized organic molecule of any kind and a polymer – and this is before even considering the determination of the chemical identity of a potentially present polymer. 
According to REACH, a polymer is a molecule that contains a sequence of at least 3 monomer units, which are covalently bound to at least one other monomer unit or other reactant. With a C-C single bond length being generally 1.54 angstroms = 0.154 nm, only 7 covalently bonded carbon atoms in a molecule’s backbone (7 x 0.154 = 1.078 nm) would qualify such a small molecule as a microplastic if it contained 3 monomer units among the 7 carbons.  The EPDLA questions how can it be justified that a polymer as outlined above, would fall under the MP Restriction while no such requirement would apply to identical e.g. C7/C8 or C9 hydrocarbons of natural origin? Furthermore, we question how molecule size can be measured this precisely and reliably on such an atomic scale to make the regulation enforceable?
Remark: Obviously, this argument is only applicable for mixtures where not only the size but also the chemical identity of the polymer has to be determined. For a pure dispersion (typically our products) where the chemical nature is known, the size can certainly be measured and there is always a more or less broad size distribution. So, in that case only an improved “solid”- definition (like above) would really help.
Proportionality - reporting
It is clear from the proposal that ECHA aims to target cosmetics, agro-applications, detergents and other applications where Microplastics are intentionally released down the drain or into the environment. The EPDLA supports efforts to reduce (micro)plastic pollution the environment by e.g. pushing for biodegradable solutions for such applications. Technical feasibility has to be commented on by relevant industry associations and companies. By focusing the restriction on these industries, more than 70 % of the estimated problem detailed in ECHA’s own document is already addressed within the restriction.
For the remaining 20 – 25 % of the problem calculated by ECHA, the restriction means the whole plastics industry shall be burdened with additional bureaucratic effort for labelling and reporting for pellets and dispersions even though only a minor part of this is estimated to contribute to the (known and accepted) problem. For industrial sites, emissions are controlled by local authorities. Industrial waste is, as a rule, treated as hazardous waste and direct release into municipal sewerage or surface waters is forbidden by law. Retail and professional users will not be obliged to report their usage, even though this is almost half of the dispersion-based paint market and a potential source for possible losses into the drain. (This will be addressed by user-guides. As an example, the paint industry will provide guidance how to treat used brushes and rollers properly, however there is no guarantee that users will follow this guidance). The EPDLA feels a significant amount of effort and cost is burdened onto industry, especially downstream users, and yet most of this measure does not actually target the issue.
It is well known, that the main “entry path” of microplastics to the environment is via secondary microplastics. The planned restriction will have almost no effect on such emissions into the environment. The EPDLA questions if the proposed restriction is legally proportionate. 
ECHA estimates a 400 kt reduction of microplastics emissions in 20 years (20 kt/annum) through the planned restriction at a cost of €9.4 bn. This corresponds to only ca. 0.2 wt-% of the total amount of improperly handled plastic waste in the EU. The EPDLA believes the proportionality principle is violated in this restriction and suggests time and money would be more effectively spent supporting improving waste collection systems on a global scale. 
Additionally, the EPDLA believes it is important to understand how ECHA will interpret collected data, knowing that there is a time lag between producing and selling a polymer dispersion to a paint producer, and then until they produce the paint? Another delay occurs when the paint is sold to distributors, paint shops, outlets, which are exempt from reporting. Here another delay occurs, until the sale to the end consumer, who may cause another lag, not using the paint immediately after purchase. The analysis methods to be used on the collected data has not made clear and nor have the benefits in collecting the data in the first place, particularly for polymer dispersions, for which the microplastic “property” disappears anyway through film forming. We believe such reporting does not provide any benefit and we thus ask to remove the reporting requirements for industrial uses, or at least for any products which will film-form and/ or end up in a solid matrix.
Workability - labelling
Within industry (B2B), communication on health and safety and on how to handle products properly is well established in using safety data sheets (SDS). The member companies of EPDLA as a rule supply to industrial customers who convert dispersions, for example: into coatings or adhesives. Therefore, EPDLA recommends using the established communication via SDS as long as products and information are transferred between industrial plants. The efficiency of this information exchange has been proven acceptable over decades. 
Any reporting and/or labelling requirements would hit small and medium enterprises (SMEs) much harder than larger companies and the EPDLA is concerned that this may be unworkable for these smaller companies, either forcing them from business or reducing their capability for research into innovative products (see the file enclosed).


	
	
	Answer to specific info request 3:
Considering dispersions and taking into account their main uses in the market by volume, i.e. coatings and adhesives, EPDLA members are not aware of any application in these areas where such a low amount of an insoluble powder exhibits intended technical effects. We could see a meaningful level starting at 0.1 %, e.g. for matting. 
Levels of polymer dispersions in applications for paints, coatings, and construction may well exceed 20%!
Applying unreasonable lower limits creates problems with existing analytical methods for mixtures and compromises enforceability and workability of the regulation (see the file enclosed).


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2125
	Date: 2019/05/20 13:10

Content:
Scope or restriction option analysis;
Information on alternatives

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Lenzing AG

Org. country: Austria

Attachment:



 
	Comment:
Clarification for 2 product categories manufactured by Lenzing.
1) Wood-Based (regenerated) Cellulose fibres: See our note in the attachment.
LENZING™ fibers with the generic fibre types viscose, modal, and lyocell consist of pure cellulose, a polymer that occurs in nature, that has not been chemically modified, as described in derogation paragraph 3a) in ECHA 2019, Annex XV Restriction Report – Microplastics of March 20th 2019 (2.2.1.2 Derogations, Table 19, Derogations from the scope of the proposed restriction). As such our standard fiber and powder products are biodegradable in a range of natural environments, and offer an alternative solution to plastics in many applications (e.g. wipes, cosmetics, construction materials). 
We would like to call for a clarification that regenerated cellulose products are derogated from the scope.
2) Magnesium lignosulphonates are water-soluble polymers, originated during the magnesium bisulfite pulping of wood. These are typically marketed by Lenzing as an aqueous solution.
We would like to call for a clarification regarding the definition of “microplastics” and clearly exclude lignosulphonates from the scope of the restriction, since due to their water solubility they cannot exist as particles in the environment. A more detailed argumentation will be sent by the European forest fibre and paper industry (CEPI).”


	
	
	Answer to specific info request 1:
In general, we welcome the criterion of biodegradability in Paragraph 3(b) (2.2.1.2 Table 19, Derogations) for derogation from the scope of the Restriction, to allow innovation which can provide solutions to microplastic pollution.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2126
	Date: 2019/05/20 13:18

Content:
Hazard or exposure;
Information on costs;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: FIDE - Federation of the European Dental Industry

Org. country: Germany
 
	Comment:
Definition of microplastics: 
The proposed definition of microplastics is very broad and is not generally accepted. Definition of microplastic has to be precised, because not all polymers (in the relevant size) are microplastics (every plastic is a polymer but not every polymer is a plastic). Furthermore, no standardised methods are known for the qualitative and quantitative analysis of microparticles in the environment and diverse products. 
Transitional period:
Medical devices are used in a large scale in the EU and most other regions of the world regulated. In the EU the Medical Device Regulation (MDR, Regulation 2017/745 of April 5, 2017) requests in many places that a risk management according to EN ISO 14971: 2012 Medical devices - Application of risk management to medical devices (ISO 14971:2007, Corrected version 2007-10-01) must be in place before any medical device can be brought on the market. This standard mentions in the introduction and many other places that all environmental risks must be considered and reduced to the minimum possible before placing on the market: “Risks can be related to injury or damage, primarily to the patient, but also to the operator, other persons, data, property, other equipment and the environment.” Based on these requests medical devices can be regarded to be similarly safe for the environment as medicinal products.
In case where an exemption would be granted, it has to be noticed that Medical Device Regulation (MDR, Regulation 2017/745 of April 5, 2017) requests in many places that a risk management according to EN ISO 14971: 2012 Medical devices - Application of risk management to medical devices (ISO 14971:2007, Corrected version 2007-10-01) must be in place before any medical device can be brought on the market. This standard mentions in the introduction and many other places that all environmental risks must be considered and reduced to the minimum possible before placing on the market: “Risks can be related to injury or damage, primarily to the patient, but also to the operator, other persons, data, property, other equipment and the environment.” Based on this request medical devices can be regarded to be similarly safe for the environment as medicinal products. 
In addition, the MDR regulation (Regulation (EU) 2017/745 of the European Parliament and oft the Council of 5 April 2017 on medical devices,…) provides in Annex I (General safety and Performance Requirements) in 14.7 requirements with respect to waste and its safe disposal and also the requirement that “such procedures shall be described in the instruction for use”. In general, medical device have an instruction for use (IfU), and details of information in the instruction for use for safe disposal of the medical device are defined in Annex I in 23.4 (v) (and it is also defined that this information should be available upon request even an information of use is not required according to Annex I 23.1 (d)).  In addition, in Annex I 23. detailed requirements for label and IfU are stipulated.
This means medical devices under MDR regulation have already detailed information in the IfU available, and therefore an additional labelling (paragraph 7) for medical devices derogated from paragraph 1 of Annex XV Restriction report for intentionally added microplastic based on paragraphs 4(a), 4(b) or 5 is not necessary and appropriate.
Additionally, as mentioned in the Annex to the Annex XV Report on Microplastic medical devices containing polymeric particles have only industrial or professional uses. This is true as well for the dental materials. Substance based medical devices even if used by consumers are used under a regime similar to medicinal products.
Based on these considerations we would ask for an exemption of medical devices similar to the exemption given for medicinal products (Restriction Report, Table 3, 4b).
As far as no exemption is given for any reason, we would ask for a prolongation of the entering in force for medical devices of EiF + 6 years based on following considerations:
First, medical devices cover a very broad field of products, e.g. substance-based medical devices, wheelchair, pacemaker. For some products, e.g. dental base materials, substance-based medical devices, there are no alternatives for synthetic polymers used. In the rare case an alternative is available, any change of formulation of medical devices requires a new conformity evaluation (e.g. generation of pre-clinical data, animal tests and clinical data, risk management) and potentially a new registration in other parts of the world. This takes time and could lead to supply shortages. 
Secondly, manufacturers of medical devices are currently implementing the new Medical Device Regulation (regulation (EC) 2017/745, MDR) which is applicable on 26 May 2020. The implementation of the new MDR regulation is a huge challenge for the whole medical devices industry, and also for the notified bodies, till 27 May 2024. For now, there are not enough notified bodies certified to comply with the MDR. There is also the need to take into account the MDR transitional provisions. Indeed, according to Article 120 paragraph 2 MDR certificates issued by Notified Bodies in accordance with the Medical device Directive (MDD) shall remain valid until the end of the period indicated on the certificate, which shall not exceed five years from its issuance and shall however become void at the latest on 27 May 2024. Manufacturers of medical devices with a MDD certificate will then have to implement the MDR requirements. 
For these reasons, a derogation of 2 years for this restriction is not realistic. More realistic would be a derogation of at least 6 years after entry in force (as for ‘leave-on’ cosmetic products), so that manufacturers can have the time to change the formulation of their products and also to implement the MDR requirements (taking also into account manufacturers of medical devices with a MDD certificate which have a transitional period according to MDR).
For the same reasons, a derogation of [EIF +18 months] (point 7, table 3) for medical devices falling under the exemptions of point 5 (table 3) is largely insufficient and would need to be extended to at least [EIF +3 years] after the first label/IFU updates under the MDR has been completed.


	
	
	Answer to specific info request 1:
Beside the tiered approach mentioned above, all other data and approaches, that show that the polymer is not persistent should be used (e.g. for medical devices ISO 10993-13:2010, Biological evaluation of medical devices – Part 13: Identification and quantification of degradation products from polymeric medical devices, in combination with ISO 10993-9: 2009, Biological evaluation of medical devices -- Part 9: Framework for identification and quantification of potential degradation products and their corresponding ISO EN standards).


	
	
	Answer to specific info request 3:
b.
The restriction proposal has an enormous impact on a large amount of substance-based medical devices using substances that contain solid synthetic polymers (e.g. modified cellulose, carbomer or sodium carbomer, acrylates crosscopolymer). One excipient in a medical device can have various functions (e.g. film forming, primary thickening, mechanical or rheological properties) depending on when and for what purpose used in the manufacturing process. Therefore, the concentration of synthetic polymers used is > 0,1% (w/w), in most cases < 1%. Such substances are essential in the formulation of the substance-based medical devices.
c.
At the moment, we are not aware of any analytical methods for detection and quantification in the medical devices.


	
	
	Answer to specific info request 5:
c.
Medical devices cover a very broad field of products, e.g. dental base material, substance-based medical devices, wheelchair, pacemaker. 
For some products, e.g. some substance-based medical devices, there are no alternatives for synthetic polymers used. It is questionable whether it is possible to formulate those medical devices without solid synthetic polymers. 
For products with potential alternatives it would require a lot of time, effort and cost for the manufacturer who need to reformulate all affected medical devices. Reformulating a product takes at least between 21 months and 3 years, and to this time 18 months should be added for regulatory approval of the product. We estimate the cost at approximately 1.1 mio Euro per formulation, which include 0.6 mio Euro technical costs and at least 0.5 mio Euro clinical costs. It is also important to note that across the EU, a large number of products, mainly from small and medium-sized enterprises, are affected.
Then, there is a second difficulty: the alternative needs to have comparable efficacity and safety profile. A one-to-one substitution of an ingredient is not possible because of the interaction with the other ingredients. This interaction needs to be considered by formulating the product and an alternative is not always feasible. The reformulation may have an impact on the quality, safety and efficacy of the device. 
The reformulation obligation for all affected product could lead to disadvantages for manufacturers inside the EU in comparison to non-EU manufacturers.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: MedTech Europe

Org. country: Belgium

Attachment:

<redacted>

Privacy comment: Protection of the commercial interest of the MedTech Europe companies that contributed to the socio-economic assessment.
	Comment:
As described in MedTech Europe’s submission to the Call for Evidence (May 2018), microplastics are used in low quantities in a wide range of medical device and in vitro diagnostic (IVD) medical device applications. Microplastic particles are the basis of the technology used in essentially all automated IVD tests worldwide. If the proposed restriction were adopted, this would substantially impact the ability to provide essential diagnostic tests to professional laboratories that generate results for billions of patients in Europe and worldwide. The IVDs for clinical chemistry and laboratory medicine provide screening, diagnosis, prediction and monitoring of medical conditions including critical care infectious, rare or genetic diseases. IVDs ensure the safety of the blood supply in most countries around the world, including Europe. 
MedTech Europe requests that the use of microplastics in medical devices, in vitro diagnostic medical devices and in similar products (lab only, Research Use Only, Quality Control) is exempted from the scope of the restriction. As described in our reply to Question 4, it is not feasible to implement technical means for the containment of microplastics and/or to guarantee disposal of microplastics-containing waste as hazardous waste for a number of applications (e.g. IER used in medical applications), and the required technical measures are expected to pose significant financial and logistical challenges for many other medical technology applications (notably microplastics used in IVD reagents). 
The cost of complying with technical containment of the microplastics and disposal as hazardous waste is disproportionate to the expected benefit of the restriction and would fall not only on MD/IVD manufacturers but also on healthcare facilities across Europe. ECHA identified that the total use of microplastics by the medical device and IVD sector represents 0.1% of all industrial and professional uses. The restriction report also describes that the risk reduction capacity through containment measures for our sector represents 0.27% of the microplastics used (avoided release of microplastics of 270 kg/year). Including medical devices and IVDs in the restriction proposal would therefore only marginally contribute to the overall effort to reduce microplastics in the environment, whereas the socio-economic impact of including these uses is substantial. 
A detailed socio-economic assessment (SEA) of the restriction proposal for the medical device and IVD sector is added to this statement as a confidential attachment. The main focus of the SEA is on IVD and similar applications due to the high number of affected products and users. It is clear from this assessment that the sector is hugely and disproportionately affected by this restriction proposal. The overall result (low cost effectiveness) is considered to be representative for the whole MD/IVD sector. Importantly, the SEA’s focus on in vitro diagnostics should not give rise to challenge the socio-economic relevance and unquestionable benefits of other medical applications that may contain microplastics such as life-saving adsorbers and ion exchange resins in blood treatment for critical and chronic care. In conclusion, MedTech Europe strongly supports a complete exemption of medical technology products (medical devices, IVDs and similar products) from the proposed restriction.


	
	
	Answer to specific info request 4:
Please note: the derogation referred to is Paragraph 5a, not Paragraph 5b. 
MedTech Europe is the European trade association for the medical technology industry including diagnostics, medical devices and digital health. Our members are national, European and multinational companies as well as a network of national medical technology associations who research, develop, manufacture, distribute and supply health-related technologies, services and solutions.
MedTech Europe requests that the use of microplastics in medical devices, in vitro diagnostic (IVD) medical devices and similar products (lab only, Research Use Only, Quality Control) is exempted from the restriction. For applications such as ion exchange resins used in medical applications, containment of microplastics (required to comply with derogation 5a) is not feasible from a technical point of view. For other applications, such as microplastics used in IVD reagents, it may require re-design of products and would pose serious logistical and financial challenges for hospitals and labs across Europe. Moreover, due to the nature of IVD applications (reagent-instrument combination), the impact of the restriction would go beyond reagents using microplastics and could affect any IVD instrument that is using both microplastic- and non-microplastic-containing reagents. Therefore, we consider that the anticipated cost of the proposed restriction is disproportionate to the limited environmental benefit that it is expected to achieve. 
To comply with the proposed restriction, medical devices and IVDs would require substantially more than 2 years (paragraph 6b) to develop, validate and implement containment measures for microplastics. Depending on the application, this process may take 5 to 12 years to complete. The proposed restriction does not consider the long design cycles for medical technology products and hence holds a risk that critical healthcare products will not be available to patients in Europe (and worldwide, as also global change notifications may be required). By contrast, exempting medical devices and IVDs from the scope of the restriction would only have a minimal impact on ECHA’s overall aim of reducing the release of microplastics to the environment.
Medical devices:
Ion exchange resins (IER) used for medical applications: The Annex to the restriction report acknowledges that systems exist which are not fully closed (page 213: “Suppliers of these resins have indicated that in some cases, the microplastics can be supplied in bulk to the customers for them to load in their own manufacturing facilities”). However, these ion exchange resins are also used by professionals, for example bulk handling/refilling of IER for medical water treatment in hospitals. These uses cannot be covered by derogation 5a and would be banned by the restriction. Where closed systems exist, derogation 5a would require changing the waste classification to ‘hazardous’ even for applications that do not become biohazardous. It is questionable if manufacturers of these products will be able to instruct their customers to incinerate where there is no legal basis in EU or local waste regulations to incinerate waste or dispose of it as hazardous. Also from an environmental perspective, requiring disposal of these uncontaminated materials would be sub-optimal to recycling them.  
In vitro diagnostic (IVD) medical devices and similar lab only/RUO applications:
The IVD industry is predicated on the use of polymer microspheres as the basis for the automated/high volume testing platforms used by labs across Europe. Microplastic particles are an integral part of the function of IVD reagents and are the basis for the function of the reagent in conjunction with the IVD instrument. Depending on the application, containment of microplastics may require changes at the level of the reagent composition, the level of the IVD instrument, or (most likely) their combination. In each case, a significant number of years would be needed to implement the technical measures requested by ECHA in the restriction proposal. For IVDs, the proposed technical measures are not a ‘simple’ containment measure but likely to require extensive development, testing, re-validation of the reagent and/or instrument as well as regulatory approval of the design changes by Notified Bodies under the IVD Regulation. This is a process that could take up to 5-12 years (see Figure 7 in the Annex to the restriction report) for each product, similar to when microplastics would need to be substituted. As a large number of different reagents are usually run on the same IVD instrument, any instrument that uses only one reagent containing microplastics would need to undergo design changes, virtually affecting all IVD instruments available on the market. In addition to the design cycle, hardware updates, installation and service of existing instrument placements are expected to add to the time that will be needed to make these changes. 
For customers, in labs where microplastics are currently part of the liquid waste (non-hazardous), this will require segregation of the waste water to route it separately from the public sewer system. This would pose significant financial and logistical issues for a large proportion of healthcare institutions in Europe, as they would need to retrofit their existing infrastructure to collect microplastics-containing waste separately and dispose of it as hazardous waste. It would also be more demanding on healthcare professionals (e.g. manual handling of liquid waste).
Moreover, the concentration of microplastics in waste water from IVD instruments is very low and therefore the volume of waste water will typically be high in proportion to the volume of microplastics. Incineration of high volumes of waste water with low concentrations of microplastics is not desirable from an environmental point of view and would present a substantial additional cost and logistical burden for labs across Europe. The current legal framework in the EU for managing waste water from IVD instruments accepts that waste water with low concentration of microplastics in the effluent is treated as ‘household’ waste water. On the basis of the current criteria for the classification of waste, the microplastics would not trigger a classification of waste as hazardous, and there would be no legal requirement to incinerate that waste fraction. Costs of incinerating waste water classified as hazardous will typically be very high on a per tonne basis. Moreover, obtaining access to a permitted incinerator plant is likely to pose a significant challenge to some healthcare facilities, which would make it impossible for them to meet the conditions of the restriction.
Similar uses that would also be permitted on the basis of this proposed derogation: 
If medical devices and IVDs (and similar lab only/RUO applications) are not exempted from the restriction, we strongly suggest that ECHA also cover the use of microplastics in lab only and Research Use Only (RUO) products by the derogation under Paragraph 5a. The way the restriction proposal is currently written would still pose a huge problem for these applications. Since lab only/RUO products (non CE-marked) are not covered by Regulation (EU) 2017/746, they would face an immediate ban at the time of entry into force of the restriction (unless they already fulfil the conditions of derogation 5a or of ‘Scientific Research & Development’ (SR&D) per REACH Art. 56(3)). As the technical function of microplastics in lab only and RUO products does not differ from their use in IVDs, there is no reason to treat them differently for the purpose of this restriction. 
Similarly, we believe that the derogation should also cover the use of microplastics in Quality Control (e.g. reagents for calibration of IVD instruments). (Imported) Calibration reagents containing microplastics could cease to be available in the European Economic Area (EEA) if they cannot benefit from the SR&D exemption (relatively small business), which could have important consequences for the IVD industry and patients in the EEA as without these reagents, certain IVD instruments could not be kept operational. 
All the above applications would require the same amount of time to comply with the restriction proposal as medical devices and IVDs covered by Regulations (EU) 2017/745 (MDR: Medical Devices Regulation) and 2017/746 (IVDR: In Vitro Diagnostic Medical Devices Regulation), respectively.
Additionally, the restriction proposal does not consider that up until May 2024 (due to the so-called ‘grace period’), some medical devices and IVDs will still be placed on the market under the current medical device directives (Council Directive 93/42/EEC on medical devices, Council Directive 90/385/EEC on active implantable medical devices, Directive 98/79/EC on in vitro diagnostic medical devices).These products are currently not covered by Paragraph 6b and would face an immediate ban at the time the restriction enters into force.
Labelling: 
If medical devices and IVDs (and similar lab only/RUO applications) are not exempted from the restriction, MedTech Europe believes that the best means to communicate safe use information on microplastics are Safety Data Sheets provided in accordance with the REACH Regulation. This regulation has been developed to address chemical concerns and is better equipped to do so than the medical device regulations, which have their own requirements for labels and Instructions for Use. As medical device and IVD labels are already strictly regulated (as are the Instructions for Use), changing them may have regulatory consequences, is costly and will require substantially more time than updating Safety Data Sheets, which are commonly used by the IVD industry for professional use IVDs. Since the IVD sector does not have consumer uses of microplastics and the potential release is limited to the waste phase, we consider the disposal section (Section 13: Disposal considerations) of a Safety Data Sheet the most appropriate way of providing instructions to users of IVD products on how to collect and dispose of microplastics-containing waste. 
Also for medical devices (non-IVD) which are mixtures containing microplastics and are used by healthcare professionals, the restriction should give manufacturers flexibility in how they communicate safe use instructions to users, giving them the opportunity to avoid the strictly regulated means of communication such as MDR-labels or Instructions for Use.
Any obligation to communicate information on microplastics on medical device or IVD labels or in the Instructions for Use would have important consequences under the MD/IVD regulations, as changes to a label or IFU may be subject to design change processes, which are strictly regulated. Depending on the change, this might require involvement of the Notified Body. Label and/or IFU changes may also be subject to approval or notification obligations in non-EU markets.
Moreover, any labelling obligation regarding microplastics will require additional resources from manufacturers and will need sufficient time for implementation. The labels and Instructions for Use (IFU) in accordance with Regulation (EU) 2017/745 have to be updated and in place by May 2020. For in vitro diagnostic medical devices covered by Regulation (EU) 2017/746, they have to be updated and in place by May 2022. Medical device and IVD manufacturers are hence already in the process of updating their labels and IFUs. Therefore, IFU and label updates for microplastics would have to be addressed in the next round of label/IFU updates (hence not associated with the current MDR/IVDR updates). It is a duplication of requirements, competing for the same resources and cannot be considered as part of an activity that would need to happen anyway, as it seems to be presented in the restriction report (in which the cost for labelling is stated as ‘negligible’).
If ECHA were to impose including information on microplastics on medical device and IVD labels or in the Instructions for Use, the proposed 18 months for compliance are largely insufficient and would need to be extended to at least 3 years after the first label/IFU updates under the MDR and the IVDR have been completed.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Information on costs;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: ADLER-Werk Lackfabrik Johann Berghofer GmbH & Co KG

Org. country: Austria
 
	Comment:
Comments from the ADLER-Werk Lackfabrik Johann Berghofer GmbH & Co KG on the scope of the Annex XV restriction report. 
Our company deals successfully for over 80 years particularly in the area of liquid paintings, coatings and wood preservatives. The requirements on these products are continually on the rise, so the restrictions are. On the one hand, the products have to be long lasting, stable and easy to use and on the other hand, they have to have zero emissions (volatile organic compounds) and nearly zero biocide content. To fulfill these criteria polymers are needed, especially for film forming (binders). 
The function of binders is to serve film formation by binding the components of paints and coatings with each other and with the substrate. Only binders enable film formation in coatings through polymerisation, polycondensation or polyaddition. Film formation, e.g. drying and hardening, brings about a hard and mechanically resistant layer that adheres to the substrate. Through the physico-chemical process of film formation, binders lose the particle property of microplastics according to the definition under 2 and, consequently, fall under the mentioned rule 5.b. Furthermore, these are firmly incorporated in a polymer structure (binder matrix) by curing, so that they are subject to rule 5.c of the restriction proposal. The share of binders in our compositions varies from about 20 % (paints) up to 80 % (UV-coatings). Small quantities of polymer-based additives (e.g. waxes or spheres) are added to coating materials in order to improve or modify their properties. Additives for paints and coatings are bound in a polymer structure in curing and fall under rule 5.c of the proposal. Additives are used in our paints and coatings in quantities from 2 % to 10%.
With the existing definition of microplastics (REACH Annex XV), the labelling and reporting requirements of the proposed regulation would impact the majority of our 900 different product groups. Based on the current proposal, we estimate at least 50% of one full-time position for a suitably qualified person to fulfill the reporting requirements. This would mean additional costs of at least 100.000 Euro per annum.
The ECHA proposal ignores the fact that we do not obtain details – e.g. on the identity of the polymers used in pre-products (for example, binders and additives) – from our upstream suppliers. The reason is that otherwise confidential business information would need to be disclosed. 
Nearly all industrial sites, such as we, have wastewater treatment plants which limit the release of solids. Industrial waste is disposed as hazardous waste, so a direct release into the sewage systems or waters is invariably banned. 
Furthermore retailers and consumers are exempted from the reporting requirement (no “downstream users”). Craftspeople are exempted too (no “party placing on the market”). However, especially building paints – which ECHA resorts to for justifying a regulation – are mainly distributed by retailers and used by professional craftspeople (painters, varnishers, plasterers) and consumers. Already for this reason, tracking (“tracking of the identity and quantities of the microplastics used and released to the environment”) – as pursued with the reporting requirement – is factually impossible in the building paint sector.
According to rule no. 7 (labelling requirements), the manufacturers, importers and downstream users responsible for the placing on the market of paints and coatings containing microplastics must ensure that every label and/or safety data sheet includes “instructions for use” to avoid releases of microplastics to the environment. 
To conclude, the reporting requirement of proposal no. 8 should not apply to uses at industrial sites (better “industrial installations”, see annex XVII REACH), because (1.) there are already sufficient regulations in place at national and regional level to prevent the release of microplastics, (2.) the reporting requirements as proposed would not be sufficient to achieve the monitoring target. Therefore, the reference in no. 8 to no. 4a should be deleted. Furthermore, the labelling requirements are already implemented in our safety data sheets and therefore we do not need any prescribed phrases on the labels of consumer products. Yet another adaptation of labels hardly offers any advantages so that it is unnecessary. Any change in labelling takes much time and involves disproportionate spending. Existing labels that are no longer fit for use need to be disposed with costs.


	
	
	Answer to specific info request 3:
Paints and coatings > 1%

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Org. type: Industry or trade association

Org. name: BAH e.V.

Org. country: Germany
 
	Comment:
Definition of microplastics: 
The proposed definition of microplastics is very broad and is not generally accepted. Definition of microplastic has to be precised, because not all polymers (in the relevant size) are microplastics (every plastic is a polymer but not every polymer is a plastic). Furthermore, no standardised methods are known for the qualitative and quantitative analysis of microparticles in the environment and diverse products. 
Transitional period:
Medical devices are used in a large scale in the EU and most other regions of the world regulated. In the EU the Medical Device Regulation (MDR, Regulation 2017/745 of April 5, 2017) requests in many places that a risk management according to EN ISO 14971: 2012 Medical devices - Application of risk management to medical devices (ISO 14971:2007, Corrected version 2007-10-01) must be in place before any medical device can be brought on the market. This standard mentions in the introduction and many other places that all environmental risks must be considered and reduced to the minimum possible before placing on the market: “Risks can be related to injury or damage, primarily to the patient, but also to the operator, other persons, data, property, other equipment and the environment.” Based on these requests medical devices can be regarded to be similarly safe for the environment as medicinal products.
In case where an exemption would be granted, it has to be noticed that Medical Device Regulation (MDR, Regulation 2017/745 of April 5, 2017) requests in many places that a risk management according to EN ISO 14971: 2012 Medical devices - Application of risk management to medical devices (ISO 14971:2007, Corrected version 2007-10-01) must be in place before any medical device can be brought on the market. This standard mentions in the introduction and many other places that all environmental risks must be considered and reduced to the minimum possible before placing on the market: “Risks can be related to injury or damage, primarily to the patient, but also to the operator, other persons, data, property, other equipment and the environment.” Based on this request medical devices can be regarded to be similarly safe for the environment as medicinal products. 
In addition, the MDR regulation (Regulation (EU) 2017/745 of the European Parliament and oft the Council of 5 April 2017 on medical devices,…) provides in Annex I (General safety and Performance Requirements) in 14.7 requirements with respect to waste and its safe disposal and also the requirement that “such procedures shall be described in the instruction for use”. In general, medical device have an instruction for use (IfU), and details of information in the instruction for use for safe disposal of the medical device are defined in Annex I in 23.4 (v) (and it is also defined that this information should be available upon request even an information of use is not required according to Annex I 23.1 (d)).  In addition, in Annex I 23. detailed requirements for label and IfU are stipulated.
This means medical devices under MDR regulation have already detailed information in the IfU available, and therefore an additional labelling (paragraph 7) for medical devices derogated from paragraph 1 of Annex XV Restriction report for intentionally added microplastic based on paragraphs 4(a), 4(b) or 5 is not necessary and appropriate.
Additionally, as mentioned in the Annex to the Annex XV Report on Microplastic medical devices containing polymeric particles have only industrial or professional uses. This is true as well for the dental materials. Substance based medical devices even if used by consumers are used under a regime similar to medicinal products.
Based on these considerations we would ask for an exemption of medical devices similar to the exemption given for medicinal products (Restriction Report, Table 3, 4b).
As far as no exemption is given for any reason, we would ask for a prolongation of the entering in force for medical devices of EiF + 6 years based on following considerations:
First, medical devices cover a very broad field of products, e.g. substance-based medical devices, wheelchair, pacemaker. For some products, e.g. dental base materials, substance-based medical devices, there are no alternatives for synthetic polymers used. In the rare case an alternative is available, any change of formulation of medical devices requires a new conformity evaluation (e.g. generation of pre-clinical data, animal tests and clinical data, risk management) and potentially a new registration in other parts of the world. This takes time and could lead to supply shortages. 
Secondly, manufacturers of medical devices are currently implementing the new Medical Device Regulation (regulation (EC) 2017/745, MDR) which is applicable on 26 May 2020. The implementation of the new MDR regulation is a huge challenge for the whole medical devices industry, and also for the notified bodies, till 27 May 2024. For now, there are not enough notified bodies certified to comply with the MDR. There is also the need to take into account the MDR transitional provisions. Indeed, according to Article 120 paragraph 2 MDR certificates issued by Notified Bodies in accordance with the Medical device Directive (MDD) shall remain valid until the end of the period indicated on the certificate, which shall not exceed five years from its issuance and shall however become void at the latest on 27 May 2024. Manufacturers of medical devices with a MDD certificate will then have to implement the MDR requirements. 
For these reasons, a derogation of 2 years for this restriction is not realistic. More realistic would be a derogation of at least 6 years after entry in force (as for ‘leave-on’ cosmetic products), so that manufacturers can have the time to change the formulation of their products and also to implement the MDR requirements (taking also into account manufacturers of medical devices with a MDD certificate which have a transitional period according to MDR).
For the same reasons, a derogation of [EIF +18 months] (point 7, table 3) for medical devices falling under the exemptions of point 5 (table 3) is largely insufficient and would need to be extended to at least [EIF +3 years] after the first label/IFU updates under the MDR has been completed.


	
	
	Answer to specific info request 1:
Beside the tiered approach mentioned above, all other data and approaches, that show that the polymer is not persistent should be used (e.g. for medical devices ISO 10993-13:2010, Biological evaluation of medical devices – Part 13: Identification and quantification of degradation products from polymeric medical devices, in combination with ISO 10993-9: 2009, Biological evaluation of medical devices -- Part 9: Framework for identification and quantification of potential degradation products and their corresponding ISO EN standards).


	
	
	Answer to specific info request 3:
a./b. The restriction proposal has an enormous impact on a large amount of substance-based medical devices using substances that contain solid synthetic polymers (e.g. modified cellulose, carbomer or sodium carbomer, acrylates crosscopolymer). One excipient in a medical device can have various functions (e.g. film forming, primary thickening, mechanical or rheological properties) depending on when and for what purpose used in the manufacturing process. Therefore, the concentration of synthetic polymers used is > 0,1% (w/w), in most cases < 1%. Such substances are essential in the formulation of the substance-based medical devices.
c. At the moment, we are not aware of any analytical methods for detection and quantification in the medical devices.


	
	
	Answer to specific info request 5:
a./b./c. Medical devices cover a very broad field of products, e.g. dental base material, substance-based medical devices, wheelchair, pacemaker. 
For some products, e.g. some substance-based medical devices, there are no alternatives for synthetic polymers used. It is questionable whether it is possible to formulate those medical devices without solid synthetic polymers. 
For products with potential alternatives it would require a lot of time, effort and cost for the manufacturer who need to reformulate all affected medical devices. Reformulating a product takes at least between 21 months and 3 years, and to this time 18 months should be added for regulatory approval of the product. We estimate the cost at approximately 1.1 mio Euro per formulation, which include 0.6 mio Euro technical costs and at least 0.5 mio Euro clinical costs. It is also important to note that across the EU, a large number of products, mainly from small and medium-sized enterprises, are affected.
Then, there is a second difficulty: the alternative needs to have comparable efficacity and safety profile. A one-to-one substitution of an ingredient is not possible because of the interaction with the other ingredients. This interaction needs to be considered by formulating the product and an alternative is not always feasible. The reformulation may have an impact on the quality, safety and efficacy of the device. 
The reformulation obligation for all affected product could lead to disadvantages for manufacturers inside the EU in comparison to non-EU manufacturers.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
-


	
	
	Answer to specific info request 2:
A) and B)
For the German Olympic Sport Confederation (DOSB) the currently available data is highly insufficient, as no data, risk analyses and impact assessments are available for the released quantities of infill or the effects of a restriction on the availability of sports facilities. The development of a better knowledge base should therefore be a first step, before ECHA imposes a direct restriction. Further scientific studies are needed in this complex area in order to close knowledge gaps and to develop more environmentally friendly materials for sports field construction and to enable an overall assessment of existing plastic turf systems based on sustainability criteria.
C)
Apart from the predominantly used plastic granulate, alternative filling materials exist for plastic turf systems, some of which are already used in the operation of sports facilities. In Germany, some plastic turf pitches are currently filled with sand and/or cork. There are also plastic turf systems that can be operated without an elastic filler. However, so far there are only few reliable studies on how these alternatives compare in terms of quality and cost (e.g. in terms of playability and service life).
In addition, it would have to be investigated whether and how the playability or the injury risk changes with the various alternative fillings. There is therefore an urgent need for further scientific expertise on the practical suitability of alternative, organic fillers and on the sports-specific suitability of plastic turf pitches that do not require fillers. Both a scientific impact assessment and the urgently needed development of alternative fillers by industry are central demands of the non-profit sports associations in Germany affected by the topic. They are of the opinion that the measures that would result in a ban on plastic granulate cannot be implemented in the short term and that alternatives can only be developed and made available in the medium to long term.
Targeted risk management measures can already significantly reduce the release of rubber granulate infill into the environment. Technical measures for the retention of material on site (e.g. gutter filters with sedimentation sections at drains, dirt trap mats, shoe brushes at the exit) and organisational measures for the operation of the sports fields (e.g. regular cleaning of the field edges, collecting sieves) can contribute to a significant reduction in the release of infill material. 
D)
In Germany, there are approx. 5,000 artificial turf pitches registered for league and match use, as well as approx. 1,000 “mini-pitches. The German Olympic Sport Organisation (DOSB) is furthermore aware of a large number of other artificial turf pitches used for sports purposes. An exact quantification of the sports facilities affected by a possible restriction in Germany is currently not possible as a reliable data basis is lacking. 
About 300 new artificial turf pitches are built in Germany every year, and 150 new artificial turf pitches are completely reconstructed. Regarding these pitches, a conversion to alternative infill may be necessary. Sports facility operators (municipalities or clubs) foresee funds for these construction and renovation measures of sports facilities, however, the financial investment needed will be significantly higher if a restriction is imposed and alternative infill materials have to be used. According to calculations by the German Football Federation (Deutscher Fußballbund, DFB), the annual additional costs throughout Germany would amount to a high single-digit million sum.
In addition to these already planned construction measures, a restriction would also affect all other artificial turf pitches filled with plastic granulate, as sports facility operators would no longer be able to acquire the required infill for regular re-filling. As a result, sports facility operators would incur costs for changing pitches that they had not budgeted for.
The costs of a restriction can currently not be quantified reliably due to a lack of knowledge about suitable alternative infill materials. On the basis of current data on the construction of artificial turf pitches, the total amount for the replacement of the infill material in the plastic turf systems in Germany is likely to be in the high double-digit million range.
E)
Not-for-profit sport is the largest civil society movement in Germany and Europe. It creates a structured sports offer that is open to the all of society and through which important social and health-promoting functions are fulfilled. Sports clubs in Germany have 10 million memberships in children and young people. Sports clubs are thus the most important contact point for children and young people outside school and assume indispensable tasks for the holistic personal development of young people.
In Germany, almost 8 million citizens are involved in sport on a voluntary basis. This makes sport the largest civil movement in Germany. Volunteers in sport perform a total of around 446 million voluntary, socially significant and unpaid working hours each year in a variety of functions. This amount of work corresponds to an annual added value and thus a welfare gain of approx. 6.7 billion euros in Germany alone. Comparable figures can also be established for the entire EU. In the EU Member States, between 92 and 94 million people volunteer for public welfare goals in 2010, most of them in sport (about 35 to 40 percent of all volunteers in the EU). 
By involving large sections of the population in the daily work of sports clubs, it is possible to create and maintain a comprehensive, broad and accessible range of sports offers for all ages and levels of society. Sport also plays an important role in the field of integration and democratic basic education. In the German sports clubs alone, 2.6 million people with a migration background are socially integrated through sport.
 
Adequate sports facilities in sufficient numbers are a prerequisite for ensuring that all citizens have access to sport. For the organisation of sporting offers and the exercise of the social roles of sport, clubs are largely dependent on publicly financed sports facilities, but they also provide adequate sports facilities through their own investments. Attractively priced offers ensure that all sections of the population have access to sport. A comprehensive range of sports facilities accessible to all - especially in large cities and agglomerations - can only be guaranteed through the availability of sports facilities that can be used all year round. Artificial turf pitches play an important role in this regard, especially for football, as they allow more intensive use than turf or cinder pitches. It can be assumed that turf and cinder pitches alone will not be sufficient to maintain the current training and play facilities. 
A restriction of plastic granulates as infill with the entry into force of the restriction would therefore be disproportionate, as it would lead to high, unforeseen conversion costs for clubs and municipalities, thereby depriving the not-for-profit sport of funds. If these additional costs cannot be financed, many sports fields are also in danger of being closed, which would severely affect the sporting offer available in schools and clubs. At club level in particular, such an extraordinary cost represents a major financial risk that could jeopardise the sports and social offerings of the club as a whole. A restriction without transition periods that would allow a medium-term changeover and cost extension, would therefore have a very negative impact on the not-for-profit sports offer in Germany.
German sports therefore advocates for an appropriate transitional period of at least six years until a complete ban on placing granular infill on the market for use in new plastic turf systems and the conversion of existing surfaces. Due to the high social relevance of sport, it is necessary to develop a common and step-by-step approach in order to appropriately balance the reduction of the discharge of microplastics with the need to practise sport among broad sections of the population.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
EOSCA have submitted full general comments in the attached non-confidential attachment.  This includes comments on the following points:
* EOSCA's understanding of the clarification of the definition;
* EOSCA's support for the derogation for industrial sites due to the reduced risk from these non-wide and dispersive uses;
* EOSCA's comments and proposals for labelling and relevant instructions communication;
* EOSCA's comments and proposals for reporting; and
* EOSCA's clarification on ECHAs comments about substitution availability within the offshore oilfield industry.


	
	
	Answer to specific info request 3:
In EOSCA's response to the previous consultation on behalf of the oil and gas industry details of reported microplastic concentrations were given.
Rather than repeat these, the reviewer is referred to this submission.  However, EOSCA has proposed and encouraged all members to respond individually to this consultation, and specifically this point due to formulation and concentration data being Confidential Business Information.  It is hoped that these data will give a better understanding in light of the new proposed definition for microplastics.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
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Request for exemption
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Org. type: Company

Org. name: Borregaard AS

Org. country: Norway
 
	Comment:
Lignosulfonates, or sulfonated lignins, are water-soluble anionic polyelectrolytes, manufactured from the sulfite pulping of wood. In the manufacturing process, the native lignin polymer is hydrolyzed, followed by sulfonation, rendering the lignin water soluble to allow the non-soluble cellulose and the soluble lignosulfonate to be separated by filtration. Lignosulfonates can hence be defined as chemically modified natural polymers. 
In the dossier summary of the Annex XV restriction report (ref 1) it is clearly stated that the “intent of the proposed restriction is not to regulate the use of polymers generally, but only where they meet the specific conditions that identify them as being microplastics and where their use will result in releases of microplastics to the environment.” This is further specified in section 1.1.1, where it is stated that for the purposes of the assessment, the submitter of the dossier proposes that “any synthetic polymer (with or without additives) that has the potential to exists as a small (typically microscopic) solid particle in the environment, and which is resistant to (bio)degradation should be considered to be consistent with the concerns associated with the term ‘microplastic’”. 
Lignosulfonates are water soluble polymers, which are used in their completely dissolved state when performing their function as dispersants, binders, complexing agents etc. in the formulations and/or applications they are used. Furthermore, due to their complete water solubility, they can never exist as “solid particles” in the environment. 
Lignosulfonates will never exist in their particulate form in consumer and professional products at the point of use/disposal, nor can they ever exist as microparticles (as defined in paragraph 2(a)) in the environment. In our view this should exclude them from the scope of the proposed restriction. We find evidence for this in the regulatory definition of a microplastic where it is stated that “polymers that lose their particulate form in solution (e.g. at the point of use/disposal) do not fulfill the definition of microplastic” (ref 2). Moreover, in the ECHA online information session held on April 3 2019, it was clearly stated that “if a polymer is in solution, and not in a solid state, it would not fall within the scope of the restriction” and “soluble polymers which are not in the form of particles do not fulfill the definition of a microplastic” (ref 3). 
In the current restriction proposal, solubility of polymers is not taken into consideration, which may leave room for interpretation, e.g. it could be understood that dissolved polymer molecules, which are not considered to be particles in the common sense, will also fall within the scope of the restriction. We therefore call for a clarification in the microplastic definition in the final restriction, where it will be stated specifically that water soluble polymers that are not in the form of solid particles, like lignosulfonates, are excluded from the scope of the restriction.
References
1 Annex XV Restriction Report, intentionally added microplastics (Ver 1.1, 11 March 2019) 
2 Annex to the Annex XV Restriction Report (Ver 1.1, 11 March 2019), Section B.1.1.9 
3 https://echa.europa.eu/-/information-session-public-consultation-on-microplastics-restriction 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
We would like to express our concern regarding the scope of the restriction proposed by ECHA. In our opinion it is too broad taking into consideration the initial purpose of the restriction proposal (i.e. plastic litter in the marine environment) and it will impact on key product categories most specifically leave-on cosmetic products. As the ECHA proposal dossier itself states leave-on cosmetics are estimated to be 2% of the overall emissions of intentionally added microplastics to products, it also indicates that 79.3% of the costs of the overall restriction (i.e. the costs of the restriction for all implicated sectors) will be borne by leave-on cosmetic products alone. It is clear that our sector is totally disproportionately affected and it will directly impact cosmetic companies in a way that we feel is unreasonable and unequal. There is no scientific data suggesting that non-solid plastics (polymers) in leave on cosmetics may negatively impact environment. ECHA proposal should be considered as contradictory to the Better Regulation Principles which are one of the key policies of the European Commission. Therefore, we are of the opinion that leave-on cosmetic products should be exempted from the restriction proposal.
In our assessment, definition proposed by ECHA is too broad going beyond plastic litter in the marine environment. It includes many non-plastic polymers which are not part of the plastic litter debate. It is unacceptable that non-plastic substances used in cosmetic products may fall in scope as ECHA does not refer to ‘plastic’ in its definitions. It should be emphasized that all plastics are polymers but not all polymers are plastics.
In our view ECHA should narrow the definition of microplastics to provide that the restriction applies to only those substances which are plastics. Materials that are not solid in the finished product as well as elastomeric materials should not fall into the scope of the restriction - the same as liquid polymers and film formers which were taken into account and are out of scope for the present proposed restriction.
We believe that the microplastic definition should address, among others, the plastics, biodegradability, solubility and microplastic particles.
We definitely do not agree with evaluation of alternatives availability presented by ECHA. ECHA makes false assumption that there are alternative ingredients to all microplastics immediately available in the market. This is a major shortcoming for what concerns the assumption on the reformulation cost in the proposal. The ECHA proposal disregards evidence submitted by Cosmetics Europe during the call for evidence on the availability of alternatives.
To the best of our knowledge there are no known alternatives for many critical cosmetics functions. Based on our experience one to one substitution of ingredients is not always feasible. Suitability of alternatives depends on many factors like the interaction with the other ingredients in the formulation, cost and performance. Fundamental research and investments would be needed to find, deviating cosmetic business from its normal course, which could result in losing competitiveness or even withdrawing entire products lines. What is more, cosmetic companies are completely dependent on the capacity of their suppliers to propose new raw materials, which was not addressed in the ECHA dossier. We are of the position that the availability of alternatives should be re-evaluated by ECHA as it is a key factor as to whether a product can be reformulated.
In our view, the proposed transition periods for cosmetic industry are definitely too short to complete all necessary reformulations. The average reformulation process takes around 4.5-5 years – taking into consideration that some crucial properties of products will be affected (e.g. physico-chemical form, viscosity, thixotropic properties – which are not replaceable in one-to-one exchange of the ingredient). However, if there is no suitable alternative from suppliers, fundamental research is needed first to develop new raw materials so the process could be extended to 8-10 years. 
What also concerns us is that cosmetic companies would be forced to reformulate many products at the same time - containing not only one substance, but potentially few polymers (substances) at the time. This would be a tremendous scale of reformulation of large part of the portfolio of each cosmetic products producer. Moreover, ECHA has not acknowledged the technical time related to the shelf-life test which requires between 30 and 36 months to be added to the 4.5-5 years for the baseline reformulation. Consequently, we postulate to double the transitional periods proposed in the dossier.
In our opinion, the proposal by ECHA makes wrong (false) assumptions regarding SMEs, for example that the impact of the restriction might not be negative for them. Proposal states that SMEs “tend to specialise in niche organic and natural products”. We can confirm that this is not the case. Cosmetics Europe current estimate is only around 7% of SMEs in its membership focus only on niche organic and natural products and it is also the case for the Polish market.
What is more, the dossier underestimates elements related to reformulation costs, reformulation capacity and time which are key to impact assessment. It would result in a severe socio-economic burden on the cosmetics industry including for SMEs, resulting in an impact on competitiveness, jobs and growth of the sector and on consumer choice, for a very limited benefit to the environment.


	
	
	Answer to specific info request 1:
Intentionally added microplastics from cosmetic products represent only a very minor potential contribution to the overall aquatic plastic litter. Microplastics used in cosmetic formulas behave similar to other non-water-soluble cosmetic ingredients. Thus, it appears feasible to us to assess their biodegradability in the same way as the biodegradability of conventional chemicals. We believe that the persistence profile as well as the solubility should be evaluated for each substance. The current proposed definition would include many water-soluble polymers that are initially solid but dissolve in water in a subsequent life-cycle stage, e.g. powders that are made up of solid particles (granules) of polymeric detergents and other non-plastic ingredients that dissolve in water. In our opinion ECHA should assess the need to add some additional criteria in the proposed definition (e.g. biodegradability, solid state in the aquatic environment, etc.).


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
CIRFS is the association for Europe’s € 10 billion man-made fibres industry, representing the industry to the European authorities and providing the industry with a wide range of services. Its members cover more than three-quarters of European man-made fibres output.
The European man-made fibres industry, with a total production in 2018 of ca. 4.6 million tonnes, is the world’s second largest in terms of output and one of the global leaders in terms of innovation and quality. Man-made fibres are essential and critical in many different applications.
Under the REACH Regulation, man-made fibres have been defined as ‘articles’, made from polymers and are neither ‘substances’ nor ‘mixtures’. As a matter of principle, articles cannot be subject to a restriction process under REACH.
CIRFS therefore considers that man-made fibres are out of the scope of the current proposed restriction.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
The Norwegian Environment Agency welcomes the restriction proposal on intentionally added microplastics and thanks ECHA for their efforts on preparing the proposal. The Norwegian CA agrees that there is a need for action at EU level to prevent emissions and minimise releases of microplastics to the environment and hence support the inclusion of intentionally added microplastics in Reach Annex XVII.
Due to the growing awareness and concern with microplastic emissions to the environment in recent years, the Norwegian Environment Agency have initiated several projects to increase the knowledge and to consider possible measures on how to best reduce the releases. An important aim of this national work has been on limiting the release of marine litter which act as a source of secondary microplastics. However, intentionally added microplastics are an important source to the overall emissions of microplastics and we see the current restriction proposal from ECHA as a valuable measure on how to minimise the releases and the potential for cumulative effects arising from the presence of both primary (intentionally added) and secondary microplastics in the environment.
Microplastics in the construction sector
Plastic fibres in concrete is one of the major contributors to plastic pollution from the construction sector in Norway. The Norwegian Environment Agency has produced a guideline for reducing the content of plastic materials in construction in collaboration with the Norwegian Public Roads Administration (NPRA), which is a major partner in Norwegian infrastructure projects related to roads. This guideline is available from the following link (only in Norwegian): https://www.miljodirektoratet.no/globalassets/publikasjoner/M1085/M1085.pdf
It was found that for most applications, the plastic reinforcement fibres can be substituted with iron/steel fibres, and this is to be incorporated in the procedures for construction projects carried out by the Norwegian Public Roads Administration as a means to reduce the plastic littering. We are currently not aware whether other major partners (related to e.g. railways) are taking similar actions.
Enforceability
 
The Norwegian CA notes that the proposed restriction is quite complex with many derogations and definitions and there are some possible overlaps with other regulations which may lead to challenges in terms of enforceability. There could possibly also be some difficulties related to the analytical methods needed for analysing particle size, particle size distribution and determination of (bio)degradability for polymers. 
Monitoring data
Some recently published reports/monitoring data on the occurrence and releases of microplastics in the Norwegian environment are available from the following links:
Freshwater microplastics in Norway (M-1212/2018)
https://www.miljodirektoratet.no/globalassets/publikasjoner/m1212/m1212.pdf
Microplastics in polychaetes from the Norwegian Continental Shelf (M-1222/2018)
https://www.miljodirektoratet.no/globalassets/publikasjoner/m1222/m1222.pdf
Microplastics in sediments on the Norwegian Continental Shelf II: Identification through FT-IR analysis (M-1231/2018)
https://www.miljodirektoratet.no/globalassets/publikasjoner/m1231/m1231.pdf
It should be noted that the monitoring data does not allow a distinction between secondary and ‘intentionally added’ microplastics.


	
	
	Answer to specific info request 1:
The proposed definition of microplastic is quite broad and will also cover aspects of particles not traditionally considered as microplastic. A clear definition and requirements to the properties of the particles is of great importance in order to identify a clear scope. The Norwegian Environment Agency considers the assessment of biodegradability to be an important aspect for defining whether a particle is considered as microplastic or not. Whether a material is biodegradable depends strongly on the environment where the particle ends up. As an example, microplastic particles from cosmetics may end up in an aquatic environment directly, if the spill water is discharged without treatment. The same particles may alternatively end up in sewage sludge, which may be used as soil improvement, which again may cause the particles to end up in the soil. We would therefore like to stress that the tiered testing approach should ensure that the material is tested for degradability in all relevant environments.
The Norwegian CA acknowledges the current research efforts on biodegradable materials and supports the suggestion that the biodegradability tests should be put in an appendix in order to allow for regular updates.


	
	
	Answer to specific info request 2:
a) Norway has about 1700 artificial sports fields, and it is estimated that 90% uses infill material (granules) produced from tyres.
b) It is estimated that the average sport fields need to refill 5.5 tons of granules per year. It is not known how much of this is released into the environment; some is compacted into the bottom support of the sports field.
c) The Norwegian Environment Agency has on commission from the Ministry of Climate and Environment outlined a draft regulation on design and management of artificial sports fields that uses loose infill containing plastic. Our conclusion from the regulation work in 2018 is that spreading of plastic infill will best be avoided with a regulation that has requirements both on how the fields are built up and how they are maintained. The requirements are functional, so the technical solutions can differ.
The requirements are:
1. A physical barrier around the field, at least 20 cm high. The physical barrier will hinder transport out from the field area for example during heavy rain and flooding incidents. 
2. Solutions that hinders particle transport into sewage system from drainage and to nearby environment from surface water. Solutions will differ depending on the field design and local conditions but can for example be particle catching equipment in yard manholes. 
3. Measures that reduces spreading of infill material out of the field via the users (players etc.). There are several measures that the users can do to reduce spreading. The draft regulation aims primary to measures like shoe cleaning and removing infill material from clothing, by installing equipment like grating, brushes etc. It can also be relevant to steer the traffic to these measures. These measures are to be seen in correlation with the requirement for the field responsible to give information about the need to reduce spreading and how the users can reduce it. 
4. Deposits for snow. Most of Norway have snowfall in wintertime and if the snow is cleared away outside the field it shall be deposited in an area design to hold on the granules, so they can be returned to the field after the snow has melt. The deposit area is to have solid base and have barriers that ensures that the infill material remains in the deposit area.
Incorporation of the requirements above is estimated to reduce the spreading of infill material with up to 96- 98 percent.
d) The costs described below are based on a standard size football field, with no systems to reduce the loss of infill material in place. Many fields in Norway do have some systems in place already, hence the expected cost will be towards the lower end of the given range. 
Concrete barrier (min. 20 cm) around the sports field, incl. Digging and concrete formwork: 4 900-24 500 Euro
Shock-absorbing area between the concrete barrier and the field: 13 100 Euro
Area for deposit of snow: 0-23 600 Euro
Filter to catch the infill material from water run off: 
4 900-5 700 Euro
Systems to catch infill material at entry/exit points to the field: 4 100-5 100 Euro
Brushes to catch infill material at entry/exit points to the field: 410-510 Euro
Engineering/project management: 1 020-10 400 Euro
e) As part of the preparatory work in relation to the national draft regulation, substitution of the granulates with alternative materials was investigated. At present, none of the materials considered was found to be viable alternatives. The main obstacle for replacing the use of rubber granulates is cold and wet weather. It was noted that development of new materials could lead to replacement of the rubber granulates. The report "Environmentally friendly substitute products for rubber granulates as infill for artificial turf fields" (M-955/2018) from this work can be found via the following link:
https://www.miljodirektoratet.no/globalassets/publikasjoner/m955/m955.pdf


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
ESTC is the EMEA Synthetic Turf Council, a non-profit trade association representing European, Middle East and African based companies manufacturing synthetic turf surfaces and the components used to form the surfaces and also companies that install and maintain synthetic turf surfaces. Members also include sports federations that use synthetic turf surfaces. The attached letter details ESTC’s initial response to the Annex XV restriction report - proposal for a restriction on intentionally added microplastics.  In conjunction with our members we are currently collecting further information and propose to make a further submission to ECHA during the consultation period. 
Synthetic turf surfaces used for sports, recreational or landscaping applications provide an attractive, hard-wearing, safe, low maintenance surfacing solution for many situations where natural turf alternatives are not cost-effective, feasible or sustainable.  Our figures show there are over 17000 synthetic turf sports fields across Europe, each being typically used for over 58,000 playing hours per year, which equates to over 1000,000,000 playing hours or over 33,000,000 people participating and benefiting in sport played on synthetic turf fields.
ESTC recognises that as with any man-made product, a synthetic turf surface needs to be installed, maintained and finally disposed of in a way that minimises its impact on the environment.   We agree that the potential effect of intentionally added microplastics on the environment poses a legitimate concern and call for control measures that have a clear scope, based on the latest scientific evidence on the hazards and risks associated with infills used in synthetic turf surfaces and brings the most benefit to environmental protection. 
A number of studies have been made into how much infill migrates into the environment, but many appear to be based on assumptions, resulting in conclusions that the volume of infill that is applied as periodic topdressing of a field equates to the quantity being lost to the environment.  Reality shows there are a number of different pathways and only limited amounts are released to the environment. Examples from Sweden, The Netherlands and Denmark repeat the real loss is much lower -ss our letter for more details.
Guidance on the ways of controlling infill migration was published by ESTC in 2017. This guidance is currently being reviewed and enhanced, an updated guide being ready for publication by the autumn of this year. By adopting a range of simple design features to ensure infill remains within the footprint of the synthetic turf pitch and ensuring fields are correctly maintained (something the industry has been advocating for many years), ESTC believes the risk of risk of infill migration can be significantly reduced and or eliminated in many cases.  This approach is already implemented in a number of countries and advocated by various organisations.
The synthetic turf industry is also developing surfacing solutions that will reduce the amount of infill used in synthetic turf surfaces and its ability to migrate.  Increasingly the market is asking for surfacing systems that include shockpads.  Shockpads are designed to contribute to the impact absorption properties of the playing surface.  By including shockpads in the surfacing system the need to have high volumes of infill within the surface is reduced.  Shockpads also reduce the rate at which the infill compacts, meaning less frequent top-dressing is required. Initially driven by the desire to reduce the spectacle of infill splash on televised matches FIFA has developed a test that assesses the potential of excessive splash to occur.  Systems with low splash characteristics will not suffer from infill migration to nearly the same degree as systems with higher infill splash.  
Good maintenance, using the correct specialist equipment, is also an important consideration when addressing infill dispersion.  The need to maintain synthetic turf surfaces is something the industry and sports federations both recognise and advocate.  ESTC already issues guidance on appropriate maintenance procedures and is, again, in the process of reviewing and updating this to ensure that the need to consider the impact on the environment of poor maintenance is communicated.  
To increase awareness of these control methods ESTC, through its participation with the European Standards Committee (CEN), has advocated that CEN TC 217: Surfaces for Sports Areas, develop a CEN Technical Report to promote the design and maintenance features that will minimise/ eliminate the potential for infill migration from sports fields.  This Technical Report will support European Standard EN 15330-1: Specification for Synthetic Turf Sports Surfaces.  CEN is currently seeking approval of the National Standards Bodies to approve this new work item, and it is hoped that the Technical Report can be published by early 2020 latest.  
ESTC is also in conversation with FIFA and World Rugby to see if the two international sports federations for sports that are the primary users of synthetic turf fields containing infill within Europe will endorse the containment processes being considered and incorporate them into their respective field certification programmes.  
A major concern to those operating and using fields today that contain polymeric infills, is what any restriction on the production and supply of such materials will mean for existing fields.  
A synthetic turf sports surface is designed to provide the sport’s performance and player welfare characteristics considered necessary to allow sports to be played satisfactorily and safely. It is the combination of synthetic turf carpet, infill and possibly an underlying shockpad that provide these properties.  If any one component is changed the playing surface will not perform as designed and intended.
It is also important to consider that you cannot simply remove a polymeric infill and replace it with an organic infill.  Many fields with polymeric infills, satisfy the sports performance and player welfare regulations due to the elastic properties of the infill.  Organic infills provide limited or no impact attenuation properties so such a system needs to include an impact absorbing shockpad that is laid beneath the synthetic turf carpet.  This means existing fields would have to be fully resurfaced, not just have the infill changed.  Typically, this could be expected to cost at least €200,000 per field.
A synthetic turf playing surface is normally expected to last between eight and ten years.  Through this period top-dressing of the surface with additional infill, to compensate for infill compaction etc is required.  If polymeric infills are no longer available on the market the performance of fields will deteriorate more rapidly than field owners envisaged, and they will be faced with having to either replace the synthetic turf surface sooner than budgeted or close fields due to them becoming unsuitable for use.  Failure to be able to top-dress fields will also invalidate many manufacturer’s warranties.
Significant time would be required to enable the infrastructure changes required to meet any enforced replacement of polymeric infills and this would greatly compound the availability concerns around organic infills due to the higher frequency need to replace / top-dress fields with organic infill.
ESTC fully recognises the need to reduce and prevent microplastic pollution and acknowledge that polymeric infills fall within the proposed REACH definition of a micro-plastic.  ESTC does not believe the severity of microplastic pollution of the environment is as problematic as some have suggested especially if snow removal is undertaken responsibly.  ESTC does believe that through good field design and maintenance the quantity of infill migration can be reduced even further and that through the promotion of good practice and the support of sports federations, funding agencies and national governments this approach can become the norm throughout Europe. With such policies in place ESTC believes that a ban on the use of polymeric infills becomes unnecessary and requests that polymeric infill materials for synthetic turf sports fields be granted derogation from the proposed REACH restriction. By granting derogation the risk of communities across Europe suffering negative social, health and economic consequences, through having reduced access to good quality sports facilities, is removed. 


	
	
	Answer to specific info request 2:
Please see our attached letter for details.  We are in the process of collecting more information that will be submitted in a few weeks time.


	
	
	Answer to specific info request 5:
Please see our attached letter for details.  We are in the process of collecting more information that will be submitted in a few weeks time.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Finland

Company name confidential: Yes 

Attachment:

<redacted>

Privacy comment: Protection of commercial interest

	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 15:13

Content:
Environmental emissions;
Information on costs;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Niedersächsischer Fußballverband e. V.

Org. country: Germany

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 2:
a.: Nach neueren Erkenntnissen werden zwischen 0,25 t/a und 5 t/a in Deutschland an Befüllungsgranulat pro Kunststoffrasenfläche verwendet (Fraunhofer 2018, S. 11). Das entspricht einer Gesamtmenge von ca. 7.500 bis 9.900 t/a. 
b.: Nach dem aktuellen Forschungsstand besteht nach Kenntnis des DFB ein hohes Maß an Unsicherheit darüber, wie und in welchen Mengen das als Mikroplastik definierte Granulat auf Sportplätzen in die Umwelt freigesetzt wird. Nach den uns zur Verfügung stehen-den Informationen gibt es große Unterschiede bei der Einschätzung der Menge an Mikroplastiken, die in den einzelnen Mitgliedstaaten oder in der EU/EWR als Füllmaterial für Kunstrasen verwendet wird. Insbesondere Umfang und Methodologie der Forschung in diesem Bereich sind bisher noch wenig standardisiert und nachvollziehbar. Der DFB geht davon aus, dass der Anteil des Eintrags von Mikroplastik über Kunststoffrasenplätze je nach Mitgliedstaat ca. 1 bis 3 Prozent im Verhältnis zum Gesamteintrag beträgt. Demnach ist der Umwelteintrag verglichen mit anderen Hauptquellen relativ gering (Europäische Kommission 2018, ii)).
c.: Gezielte Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt bereits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaustrags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmatten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sportplätze (z.B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer starken Verringerung des Austrags von Mikroplastik beitragen. 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alternative Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben werden können. 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alternativen qualitäts- und kostenmäßig (z.B. hinsichtlich der Bespielbarkeit und Lebensdauer) vergleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbar-keit oder das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen Alternativfüllungen verändert (Plan Miljø Studie 2017). Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alternativer organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplätzen, die ohne Füllstoffe auskommen. Sowohl eine wissenschaftliche Folgenabschätzung als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind eine zentrale Forderung der von der Thematik betroffenen Sportverbände in Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunststoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mittel- bis langfristig erarbeitet und bereitgestellt werden können.
d.: In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb gemeldete Kunststoffrasenplätze (DFBnet), sowie ca. 1.000 DFB-Minispielfelder. Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunststoffrasenplätze von Grund auf erneuert. Hinsichtlich der bestehenden Plätze dürfte eine Umstellung auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommunen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei einem vollständigen Ver-bot und einer Verwendung alternativer Füllstoffe deutlich höher ausfallen würden. Laut eigener Berechnungen belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen Millionenbetrag. Die insgesamt zu erwartenden Kosten eines Verbotes können aufgrund fehlender Kenntnisse über geeignete alternative Füllstoffe (Geeignetheit, Verfügbarkeit) derzeit nicht seriös beziffert werden. Auf Grundlage aktueller Daten zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Austausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich (bis zu 90 Mio. EUR) liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen erforderlich sind. Die Kosten für eine Umsetzung gezielter Risikomanagementmaßnahmen zur Zurückhaltung des Materialaustrags dürften nach Schätzungen und je nach Umfang der Maßnahmen pro Kunststoffrasensystem bei 3.000 bis 10.000 EUR liegen.
e.: Der gemeinwohlorientierte Sport ist die größte zivilgesellschaftliche Bewegung in Deutschland und Europa. In Deutschland engagieren sich knapp acht Millionen Bürger freiwillig und ehrenamtlich im Sport. Das entspricht einer jährlichen Wertschöpfung und einem Wohlfahrtsgewinn allein in Deutschland von ca. 6,7 Milliarden Euro. Vergleichbare Zahlen lassen sich auch für die gesamte EU feststellen. In den EU-Mitgliedstaaten engagieren sich im Jahre 2010 zwischen 92 und 94 Millionen Menschen freiwillig für Ziele des Gemeinwohls, davon die meisten im Sport (ca. 35 bis 40 Prozent aller freiwillig Tätigen in der EU) (Europäische Kommission 2010). 
Der Sport schafft ein strukturiertes, an die gesamte Bevölkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportvereine in Deutschland zählen zehn Millionen Mitgliedschaften im Kinder- und Jugendalter (DOSB-Bestandserhebung 2018), allein im DFB liegt diese Zahl bei 2,1 Millionen (DFB-Mitgliederstatistik 2018). Damit sind Sportvereine die wichtigste Anlaufstelle für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben für die ganzheitliche Persönlichkeitsbildung junger Menschen. Dem Sport kommt eine wichtige Vorbild- und Lehrfunktion im Bereich der Integration und demokratischen Grundbildung zu. Für das herausragende gesellschaftliche Engagement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergärten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbeiten. Um allen Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvoraussetzung. Ein für alle zugängliches und umfangreiches Sportangebot ist – vor allen Dingen in Großstädten und Ballungsgebieten – nur durch die Verfügbarkeit von ganzjährig nutzbaren Sportanlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fußball, eine wichtige Rolle, da sie eine intensivere Nutzung als Naturrasen- oder Tennenplätze erlauben. Allein mit Naturrasen- und Tennenplätzen lässt sich der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Jugendmannschaften, nicht aufrechterhalten. Ein Kunststoffrasenplatz ersetzt etwa 2,5 Naturrasenplätze (DFBnet). Auf weniger als 10 Prozent der Naturrasenplätze finden an Wochenenden mehr als 2 Spiele statt. Bei Kunststoffrasenplätzen finden hingegen bei über 40 Prozent der Plätze mehr als 2 Spiele statt. Weniger als 10 Prozent der Naturrasenplätze wird an einem Wochenende mehr als 150 Minuten genutzt. Bei Kunstrasenplätzen werden hingegen etwa 35 Prozent an einem Wochenende mehr als 150 Minuten genutzt. 27.773 Spielstätten in Deutschland (ca. 70 Prozent) werden von Sportvereinen genutzt. Ein Drittel der Kunstrasenplätze werden von 2 oder mehr Vereinen mit alle ihren Jugend- und Seniorenmannschaften benutzt. Etwas über ein Drittel aller Naturrasenplätze wird von mehr als 5 Mannschaften bespielt. Bei Kunstrasenplätzen werden fast drei Viertel (72 Prozent) von mehr als 5 Mannschaften genutzt. Etwa 10 Prozent aller Naturrasenplätze wird von mehr als 10 Mannschaften bespielt. Bei Kunststoffrasenplätzen sind es ca. 41 Prozent der Plätze, die von mehr als 10 Mannschaften genutzt. Nur 1 Prozent aller Naturrasenplätze wird von mehr als 15 Mannschaften bespielt. Bei Kunstrasenplätzen beträgt der Anteil immerhin noch knapp 18 Prozent. Etwa 6 Prozent werden sogar von über 20 Mannschaften bespielt. Je größer die Vereinsgröße (insbesondere Anzahl der Mannschaften), desto höher ist der Anteil der Vereine, die auch eine Spielstätte vom Typ Kunstrasen haben.
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasensystemen direkt bei Inkrafttreten der Beschränkung wäre daher unverhältnismäßig. Es würde zu hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen führen, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Finanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszugehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf Vereinsebene stellt ein solch außerordentlicher Kosten-punkt ein großes finanzielles Risiko dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden kann. Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kostenstreckung erlauben, würde das Breitensportangebot in Deutschland sehr negativ beeinflussen.
Im Verbandsgebiet des Niedersächsischen Fußballverbandes e.V. (NFV) mit mehr als 2.600 Mitgliedsvereinen befinden sich 193 Kunstrasenplätze im Spiel- und Trainingsbetrieb. Daneben nutzten unsere Mitgliedsvereine für den ergänzenden Trainings- und Freizeitspielbetrieb mehr als 100 Kunstrasen-Minispielfelder. Sofern diese Spiel- Trainings- und Freizeitsportflächen derart kurzfristig nicht weiter zur Verfügung stehen sollten, stellt dies für das gesamte Sportangebot unserer Mitgliedsvereine eine unverhältnismäßige Einschränkung dar, die in der angedachten Kürze auch nicht zu kompensieren ist. 
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-Verordnung spricht sich der DFB und der NFV daher für eine angemessene Übergangsfrist von mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunststoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung bestehender Flächen aus.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Denmark

Company name confidential: Yes 

Attachment:



 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
Scope or restriction option analysis;
Environmental emissions;
Information on costs;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Football Federation Saxony-Anhalt

Org. country: Germany

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 2:
a.: Nach neueren Erkenntnissen werden zwischen 0,25 t/a und 5 t/a in Deutschland an Befüllungsgranulat pro Kunststoffrasenfläche verwendet (Fraunhofer 2018, S. 11). Das entspricht einer Gesamtmenge von ca. 7.500 bis 9.900 t/a. 
b.: Nach dem aktuellen Forschungsstand besteht nach Kenntnis des DFB ein hohes Maß an Unsicherheit darüber, wie und in welchen Mengen das als Mikroplastik definierte Granulat auf Sportplätzen in die Umwelt freigesetzt wird. Nach den uns zur Verfügung stehen-den Informationen gibt es große Unterschiede bei der Einschätzung der Menge an Mikroplastiken, die in den einzelnen Mitgliedstaaten oder in der EU/EWR als Füllmaterial für Kunstrasen verwendet wird. Insbesondere Umfang und Methodologie der Forschung in diesem Bereich sind bisher noch wenig standardisiert und nachvollziehbar. Der DFB geht davon aus, dass der Anteil des Eintrags von Mikroplastik über Kunststoffrasenplätze je nach Mitgliedstaat ca. 1 bis 3 Prozent im Verhältnis zum Gesamteintrag beträgt. Demnach ist der Umwelteintrag verglichen mit anderen Hauptquellen relativ gering (Europäische Kommission 2018, ii)).
c.: Gezielte Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt bereits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaustrags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmatten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sportplätze (z.B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer starken Verringerung des Austrags von Mikroplastik beitragen. 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alternative Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben werden können. 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alternativen qualitäts- und kostenmäßig (z.B. hinsichtlich der Bespielbarkeit und Lebensdauer) vergleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbar-keit oder das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen Alternativfüllungen verändert (Plan Miljø Studie 2017). Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alternativer organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplätzen, die ohne Füllstoffe auskommen. Sowohl eine wissenschaftliche Folgenabschätzung als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind eine zentrale Forderung der von der Thematik betroffenen Sportverbände in Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunststoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mittel- bis langfristig erarbeitet und bereitgestellt werden können.
d.: In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb gemeldete Kunststoffrasenplätze (DFBnet), sowie ca. 1.000 DFB-Minispielfelder. Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunststoffrasenplätze von Grund auf erneuert. Hinsichtlich der bestehenden Plätze dürfte eine Umstellung auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommunen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei einem vollständigen Ver-bot und einer Verwendung alternativer Füllstoffe deutlich höher ausfallen würden. Laut eigener Berechnungen belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen Millionenbetrag. Die insgesamt zu erwartenden Kosten eines Verbotes können aufgrund fehlender Kenntnisse über geeignete alternative Füllstoffe (Geeignetheit, Verfügbarkeit) derzeit nicht seriös beziffert werden. Auf Grundlage aktueller Daten zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Austausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich (bis zu 90 Mio. EUR) liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen erforderlich sind. Die Kosten für eine Umsetzung gezielter Risikomanagementmaßnahmen zur Zurückhaltung des Materialaustrags dürften nach Schätzungen und je nach Umfang der Maßnahmen pro Kunststoffrasensystem bei 3.000 bis 10.000 EUR liegen.
e.: Der gemeinwohlorientierte Sport ist die größte zivilgesellschaftliche Bewegung in Deutschland und Europa. Im Fußballverband Sachsen-Anhalt engagieren sich knapp 19.000 Bürger freiwillig und ehrenamtlich im organisierten Fußball für rund 91.000 Mitglieder in über 790 Sportvereinen.
Der Sport schafft ein strukturiertes, an die gesamte Bevölkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Fußballvereine in Sachsen-Anhalt zählen rund 41.000 Mitgliedschaften im Kinder- und Jugendalter. Damit sind die Fußballvereine die wichtigste Anlaufstelle für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben für die ganzheitliche Persönlichkeitsbildung junger Menschen. Dem Sport kommt eine wichtige Vorbild- und Lehrfunktion im Bereich der Integration und demokratischen Grundbildung zu. Für das herausragende gesellschaftliche Engagement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergärten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbeiten. Um allen Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvoraussetzung. Ein für alle zugängliches und umfangreiches Sportangebot ist nur durch die Verfügbarkeit von ganzjährig nutzbaren Sportanlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fußball, eine wichtige Rolle, da sie eine intensivere Nutzung als Naturrasen- oder Tennenplätze erlauben. Allein mit Naturrasen- und Tennenplätzen lässt sich der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Jugendmannschaften, nicht aufrechterhalten. 
Im Fußball in Sachsen-Anhalt gibt es rund 81 Sportanlagen (zum Teil mit mehreren Spielfeldern) an denen für den Fußball und (meist überlappend) Hockey Kunststoffrasenplätze vorhanden sind. Insgesamt nutzen Fußball- und die 5 Hockeyvereine insgesamt knapp 650 Sportplätze. Die circa 13 % Kunststoffrasenplätze befinden sich schwerpunktmäßig in den beiden Großstädten Magdeburg und Halle (Saale). Hier wäre ein Trainings- und Wettkampfbetrieb etlicher Vereine ohne diese Anlagen undenkbar. An diesen Standorten nutzen die Anlagen nicht nur mehrere Fußballvereine gleichzeitig sondern teilen sich die Sportarten Fußball und Hockey auch den Sportplatz.
Ungeachtet der Tatsache, dass ohne diese Plätze der Trainings- und Wettkampfbedarf nicht auch nur annährend bedient werden könnte, wäre es ebenso unvorstellbar diese Stunden auf neu zu errichtende Naturrasenplätze umzulagern, da die hohe Stundenzahl der Nutzung auf dem Naturbelag nicht möglich ist.
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasensystemen direkt bei Inkrafttreten der Beschränkung wäre daher unverhältnismäßig. Es würde zu hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen führen, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Finanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszugehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf Vereinsebene stellt ein solch außerordentlicher Kostenpunkt ein großes finanzielles Risiko dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden würde. Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kostenstreckung erlauben, würde das Sportangebot in Sachsen-Anhalt sehr negativ beeinflussen.
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-Verordnung spricht sich der LandesSportBund Sachsen-Anhalt daher für eine angemessene Übergangsfrist von mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunststoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung bestehender Flächen aus.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 15:35

Content:
Scope or restriction option analysis;
Other socio economic analysis (SEA) issues;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Celanese

Org. country: Germany

Attachment:


 
	Comment:
To ensure proper text formatting, Celanese's comments are submitted as pdf file (Celanese Comments Microplastics General 2019-05-20.pdf)
As requested by ECHA, DG ENVI and DG GROW representatives, Celanese re-submits its comments related to the "Proposal For A Restriction on polycyclic aromatic hydrocarbons (PAHs) in granules and mulches used as infill material in synthetic turf pitches" as part of the comments on the Microplastics restriction proposal.
Documents being re-submitted:
Infill Granules Synthetic turf - Q 2- Celanese 2017-10-18.pdf
Infill Granules Synthetic turf - Q 6 - Celanese 2017-10-18.pdf
Celanese Comments for restriction Turf infill_2019-03-13_final.pdf


	
	
	Answer to specific info request 1:
To ensure proper text formatting, Celanese's comments are submitted as pdf file (Celanese Comments Microplastics Q1 - Q4 2019-05-20.pdf)


	
	
	Answer to specific info request 2:
To ensure proper text formatting, Celanese's comments are submitted as pdf file (Celanese Comments Microplastics Q1 - Q4 2019-05-20.pdf)


	
	
	Answer to specific info request 3:
To ensure proper text formatting, Celanese's comments are submitted as pdf file (Celanese Comments Microplastics Q1 - Q4 2019-05-20.pdf)


	
	
	Answer to specific info request 4:
To ensure proper text formatting, Celanese's comments are submitted as pdf file (Celanese Comments Microplastics Q1 - Q4 2019-05-20.pdf)


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2148
	Date: 2019/05/20 15:45

Content:
Hazard or exposure;
Information on alternatives;
Information on costs

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Germany

Company name confidential: Yes 
 
	Comment:
Hazard or exposure:
We as a global supplier of paints and coatings for industrial use would be sorely afflicted by the restriction proposal. Approximately 50-70% of our products contain microplastics if you count polymers in solution, polymeric dispersions and waxes. Contrary to cosmetics the microplastics used in our products are not directly released to the environment, but are bound in a binder matrix after they have been applied or are a binder themselves. Therefore its potential risk is very low. 
Because of this low risk paints and coatings should be excluded from the restriction proposal.
Information on alternatives:
Replacing microplastics in our coatings is very difficult and would lead to complex test series. Not every outstanding feature, that microplastics give in a coating, can be achieved by inorganic or biodegradable raw materials, so we would have to face an enormous drawback.
Information on costs:
Cataloguing and maintaining microplastics in our formulations, reporting the annual amounts and substitution of raw materials would lead to additional costs of at least 250.000€ per year. For a medium-sized company this is not easy to deal with.


	
	
	Answer to specific info request 3:
a) The minimum concentration varies between 1% and 30%. It depends on whether it's a wax or a synthetic polymer as dispersion.
b) e. greater than 1% in paints and coatings
c) It's very difficult to separate microplastics from the other ingredients of a paint. Useful analytical methods are unknown to us.
d) We use a large number of different raw materials, so it's certain that impurities occur. In most cases microplastics are not stated in the SDS, so we cannot assume any concentrations.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 15:45

Content:
Scope or restriction option analysis;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Confederation of European Paper Industries

Org. country: Belgium

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 1:
The Confederation of European Paper Industries (CEPI), representing the manufacturing sector of pulp and paper, is concerned about the way the ECHA restriction proposal* has been developed.
Although we agree on the urgent need to restrict substances or mixtures containing microplastics that will persist in nature and cause environmental harm, we believe the scope definition requires clarification to avoid unintended impacts on substances, mixtures and articles made from natural and modified polymers of lignin and cellulose pulp. These should be excluded from the scope of the Restriction.
The justification for the proposed amendment can be found in the annexes on kraft lignin and sulfonated lignin.
*Annex XV restriction report proposal for a restriction of intentionally added microplastics (Version number 1.1 of 20 March 2019)


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2150
	Date: 2019/05/20 15:56

Content:
Information on alternatives;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: SESVanderHave nv

Org. country: Belgium

Attachment:



 
	Comment:
Detailed info is provided in the document in attachment in Section 4.


	
	
	Answer to specific info request 5:
Detailed info and input is provided in the document in attachment in Section 4.

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2151
	Date: 2019/05/20 15:57

Content:
Scope or restriction option analysis

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Norway

Company name confidential: Yes 
 
	Comment:
Dear sir, Madam,
Please find herewith <redacted> comments to the ECHA public consultation on the proposed restriction on microplastics, to support the scope and to reduce uncertainties, prior to the SEAC meeting.
1.	Exemption for « Industrial site » (Table 17 par. 4, p. 83)
 Based on ECHA R12 Guidance and the related criteria, IOGP would like to stress the compliance of Oil & Gas Exploration and Production (E&P) with the definition of “industrial site”, both on shore and offshore.
The number of Oil & Gas sites (industrial sites) is well identified and all sites are subject to strict safety, health and environment risk management systems: operators in Europe apply the strict Health, Safety and Environment (HSE) management system as defined by IOGP (Guidance N° 510 attached) that requires for clear management (supervision), instructions and training for all operational aspects, including health, environment and chemicals management.
This is also a requirement from European national authorities: they require the implementation of an HSE management system as a prerequisite for granting a License to operate. 
Many illustrative examples can be found (see for instance in UK the OPRED requirement; In Germany the requirement set in the Federal Mining Act or in Norway the requirements set in the Pollution Control Act and the Petroleum Act.
Last but not least, the HSE management system is also a prerequisite requested by the Offshore Safety Directive (2013/30/EU).
2.	Substitution (Table 33 of Annex XV, p. 120)  
We would like to correct some misperceptions in the ECHA draft Annex XV regulation on substitution possibilities in particular where it states that “only 50% of offshore products containing microplastics are marked for substitution under OSPAR  and that PEC ratios do not fully capture all risks from microplastics to the environment” but also that “microplastic-free products are available for all applications, but for critical uses” (Table 33).  These statements give the feeling that microplastic-free products are (easily) available.
First, it is important to remind that each oil & gas field is specific (formation characteristics, pressure, heat, density, depth, …) and that each substance used meets the field’s characteristics. Generally, substances/mixtures would not contain microplastics but under some geological conditions microplastics would be needed to obtain safe and efficient drilling, well operations and oil and gas production.
Second, it is because microplastics are not considered hazardous that these substances are not on the OSPAR list for substitution. 
The important element to stress here is that the OSPAR HOCNF will be amended as from June 2019 to integrate microplastics. In addition to that OSPAR has developed a long standing and robust substitution process. 
Third, we would stress that the socio-economic impact of a restriction should be considered from various and cumulative angles: a) from the chemical suppliers / manufacturers side (loss of profit), b) from the oil and gas service providers side (additional costs / price for their services), C) from oil and gas operators side (IOGP) and d) from an European side.
The impact of any potential restriction on the European oil & gas extraction industry will depend largely on the nature of these restrictions. Using the existing chemical substitution process (like OSPAR HMCS) creates a driver to replace substances that are persistent such as microplastics, without unnecessary disruption to production. Such a process would be relatively straightforward to implement for the small number of chemical products affected and has already been proven effective.
If a different mechanism is used it is possible that, alongside the financial costs associated with identifying, testing and trialling alternative products, there could be a negative impact on regulatory compliance for the industry. It is important to note that of the four areas most affected, two of these are critical to safety and to regulatory performance. It would be counterproductive to introduce a restriction that could decrease regulatory compliance and safety.
We can also mention that the European oil & gas extraction sector is naturally open to international competition via the global oil and gas markets. The high level of operational standards applied by the European industry allows it to supply around 25% of the oil and 50% of the gas used in Europe (*), but also to be 30% less carbon-intensive than the global industry average (**). This environmental performance is achieved at a certain cost however, already making the European oil & gas sector’s viability sensitive to global competition. 
We acknowledge that microplastics need to be managed and do so under existing regulatory mechanisms (Norwegian Environmental Agency’s Discharge Permits and implementation of OSPAR HMCS), driving substitution and minimize microplastic release to the environment.
(*) Under the IEA “sustainable development scenario”. See IEA, World Energy Outlook, 2017
(**) IOGP, Environmental Performance Indicators, 2017.
Yours sincerely,
Rune Weltzien
Advisor Sustainability
<redacted>


	
	
	Answer to specific info request 3:
For "Products used in the oil and gas sector" EOSCA and/or its members should give input on this question.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2152
	Date: 2019/05/20 16:06

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions

Type: BehalfOfAnOrganisation

Org. type: International organisation

Org. name: International Paint and Printing Ink Council

Org. country: United States

Attachment:

<redacted> 
	Comment:
May 20, 2019
ECHA Open Consultation - Restricting Microplastics in the Environment
The International Paint and Painting Ink Council (IPPIC) is an organization whose membership is comprised of trade associations that represent the paint and printing ink industries at the national and regional level.  IPPIOC has official consultative status with the United Nations Economic and Social Council (ECOSOC) and other UN-affiliated organizations (including UN Environment, the International Maritime Organization (IMO), and the World Health Organization (WHO).   IPPIC assigns subject matter experts to various UN technical committees on a wide range of issues relating to public health, safety and the environment.  IPPIC members have tracked with interest, the emergence of public concerns over plastics in the environment, initially on management of waste plastics (i.e. containers), then intentional use of (primary) microplastics in products (i.e. microbeads), and now a potential expansion of action into environmental releases arising from cleaning up rollers and brushes after painting.   
Throughout the emergence of the “microplastics issue” the global industry continues to have two fundamental concerns with respect to these “calls for action” and any attendant policy proposals:
1.	The hazard and risk associated with microplastics in the environment have yet to be established
2.	The feasibility and effectiveness of eliminating the (yet to be characterized) hazard are still in question
IPPIC members have read, with interest, the European Chemicals Agency (ECHA) notice and open consultation on restricting microplastics in the environment (see https://echa.europa.eu/restrictions-under-consideration/-/substance-rev/22921/term) and we are pleased to provide this input from the global paint and printing industries in support of our IPPIC member representing the European Union (EU), the EUROPEAN COUNCIL OF THE PAINT, PRINTING INK AND ARTISTS’ COLOURS INDUSTRY (CEPE), whose official comments and submittal to this consultation we both support and endorse.  NOTE:  For the following main comments, additional details are provided in the attached document:
1.	Scope of the Restriction Proposal is Overly Broad and Subjective
2.	Severity of a “Release” from Paints and Inks is Undefined
3.	Industrial Uses of Paints and Inks Should Be Excluded
4.	Labeling of Containers Can Shape End User Behavior – Reporting Requirements Do Not
5.	Staggering Costs of Proposed Global Activity Produces No Clear Benefits
6.	Validity of Legal Basis for Proposal Must Be Addressed 
•       The restriction proposal runs counter to the clear provisions of the REACH Regulation (Annex XV and Section 2 of Annex VI) by assessing and acting on a “group of substances identified generically”
•       ECHA has exceeded its authority under Title VIII of REACH by proposing a restriction in the absence of the first defining both an identified hazard and the underlying element of risk associated with use.
•       The scientific evidence alleged to substantiate the proposed restrictions does not meet the standard of evidence required by the preponderance of case law on the application of the precautionary principle.
Final Statement of Intent
Given the short timeframe provided by ECHA for initial comments on this open consultation, IPPIC is submitting this summary information now, to emphasize the global importance of the current restriction proposal and the need to carefully consider all stakeholder impacts.  IPPIC and its members will continue to assess the ECHA microplastic restriction proposal and the extensive report information in the supplements, with the expressed aim of providing additional detailed input at the later deadline (September 20, 2019).
Sincerely,
S. R. Sides
Secretariat
International Paint and Printing Ink Council (IPPIC)/World Coatings Council
901 New York Avenue NW, Suite 300W
Washington DC 20005
E-mail: ssides@paint.org; Tel: 202-462-6272


	
	
	Answer to specific info request 3:
See General Comments

	
	
	Answer to specific info request 5:
See General Comments

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 16:08

Content:
Scope or restriction option analysis;
Environmental emissions;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: BAH e.V.

Org. country: Germany

Attachment:



 
	Comment:
Please see attachment!


	
	
	Answer to specific info request 1:
Beside the tiered approach mentioned above, all other data and approaches, that show that the polymer is not persistent should be used (e.g. for medical devices ISO 10993-13:2010, Biological evaluation of medical devices – Part 13: Identification and quantification of degradation products from polymeric medical devices, in combination with ISO 10993-9: 2009, Biological evaluation of medical devices -- Part 9: Framework for identification and quantification of potential degradation products and their corresponding ISO EN standards).


	
	
	Answer to specific info request 3:
a./b. One excipient in a medicinal product can have various functions as for example as coating and/ or disintegrant depending on when and for what purpose it is used in the manufacturing process (whether polymer or not). Therefore, the concentration of synthetic polymers used cannot be provided generally. However, in most cases one can assume a concentration > 0,1% (w/w) and < 1%. 
c. At the moment, we are not aware of any analytical methods for detection and quantification of polymers in medicinal products. Starting materials (e.g. polymers) have to comply with their individual specification before they could be used for the manufacture of medicinal products. Therefore, they are analysed in context with their individual specification. The particle size of polymer respectively a particle size range is often a parameter to which reference is made in the specification.
There are two test methods for analysing particle size distribution, which are described in the European Pharmacopoeia (EP):” Particle-size distribution estimation by analytical sieving” (2.9.38) or “laser light diffraction” (2.9.31). Unfortunately, the mentioned test methods cannot be used for the finished product respectively the enclosed polymer content.
d.In general, impurities consisting of polymers should not be found in any starting material. Under GMP regulations, it is not allowed to use polymer contaminated starting materials for the manufacture of medicinal products. Moreover, starting materials used for the manufacturing of medicinal products have to comply with their specifications. General requirements for the control of excipients can be found e.g., in the Guideline on “Excipients in the Dossier for Application for Marketing Authorisation of a Medicinal Product (EMEA/CHMP/QWP/396951/2006)”.


	
	
	Answer to specific info request 4:
Our understanding is that filling materials of liquid chromatography columns also fall under this derogation. Liquid chromatography columns in small scale are e.g. used in laboratories for chromatographic analysis or are used in large scale for purification of reaction products in production plants. Used columns/filling materials are disposed as hazardous waste according to local waste treatment regulations as residues of chemicals or of the active pharmaceutical ingredient (API) might be contained in case of either application. Such materials should be e.g., incinerated, thus ensuring that no environmental exposure of microplastic will take place.
A confirmation that our understanding of this derogation is correct would be highly appreciated.


	
	
	Answer to specific info request 5:
a. Tonnages of microplastics used:
Although medicinal products are excused from the restriction (Paragraph 1) a comprehensive reporting for these products is expected by ECHA.
The reporting requirements in Paragraph 8 state that companies placing a microplastic derogated from Paragraph 1 on the market shall send to ECHA in the format required by Article 111 of REACH, by 31 January of each calendar year:
(a)	The identity of the polymer(s) used in the previous year
(b)	a description of the use of the microplastic
(c)	the quantity of microplastics used in previous year, and
(d)	the quantity of microplastics released to the environment either estimated or measured in the previous year
ECHA shall publish a report summarising the information received by 31 March every year.
 
In our opinion point (d) is not that easy to estimate, because it is not known for most of the polymers, which content is actually released unchanged into the environment.
An analytical measurement would be desired, but in various chapters of the Restriction Dossier it is stated that there is a lack of standard analytical methods for the analysis of microplastics in the environment. This results in the need to develop and validate methods for the analysis of microplastics in the environment, where that's a real challenge in the short of time.
Furthermore, there are no criteria published how ECHA would assess the reported information and how/if they will draw a conclusion. 
This reporting requirement means a high additional burden to Pharmaceutical Companies, where a benefit of a reporting is not apparent.
Technical function:
Usually, medicinal products consist of one (or more) active substances and of various excipients which give their function to the respective dosage form. With the help of a certain selection of excipients, the optimal therapeutic efficacy can be generated for an active ingredient. With the help of certain excipients, the release of solid oral dosage forms can also be controlled, i.e. solid oral dosage forms can be generated with immediate and controlled release.
Due to the broad definition of microplastics, many excipients used for immediate and controlled release dosage forms fall within the scope of this restriction.
It seemed that excipients for immediate release have initially not been in the focus of the restriction, but since excipients can be used for different functions in one dosage form, they will fall under the restriction although this is not intended (e.g. ethylcellulose can be used both in coatings and as disintegrant).
The Dossier Submitter needs to be aware that immediate release formulations are no “synthetic polymer free” alternatives to controlled release formulations.
Releases to the environment (incl. pathways):
Uncoated and coated solid oral dosage forms are typically degraded within the gastro intestinal tract to release the API. The degraded substances are usually excreted.
b. We know from the past, in connection with the implementation of new labelling requirements, that costs of several hundred thousand euros can quickly arise, which is why we disagree with the applicant's assessment (pp. 99 to 101 And Table 28 on p. 115) and do not consider the labelling costs to be negligible.
Benefits to affected patients:
For controlled release formulations following benefits could be noted:
-	constant level of drug concentration in the body, and prolongation of the therapeutic effect
-	Reduced frequency of intake (e.g. once a day to once a month instead of 3 to 4 times per day)
-	Minimisation of the drug-peak
-	Reduction of side-effects of drugs
-	Improvement of patients’ compliance
Benefits for immediate release formulations:
-	Taste masking
-	Distinctiveness
c. At the moment, there are no like-to-like alternatives for synthetic polymers. 
Medicinal products may only be marketed after receipt of a marketing authorisation (MA). Such a MA will be issued by Health Authorities (e.g. European Medicines Agency (EMA) for EU or the National Competent Authorities (NCAs) for each country) after a thorough evaluation of the submitted documentation demonstrating the quality, safety and efficacy of the medicinal product concerned. Changes to the data provided in these documents are mostly only allowed after the approval of the responsible Health Authority. A lot of medicinal products are not only marketed in the EU but also outside. A reformulation would thus not only affect approved marketing authorisations in the EU but potentially worldwide. Such proposed changes are submitted as variations to Health Authorities for their evaluation and approval.
d. The use of polymers is essential in order to guarantee certain product properties.
Polymers used, for example, for film coating have continuously optimized oral solid dosage forms in recent decades, e.g. from a taste point of view, from a stability point of view or with regard to the discussed release modifications of active ingredients. In this context, the use of sugar icing or shellac, which have been frequently used, is no longer regarded as state of the art. Due to the GMP requirements, however, the pharmaceutical industry must constantly adapt to the state of the art in science and technology, why the use of sugar or shellac coatings cannot be regarded as an alternative.
At the moment all polymers (water-soluble as well as water-insoluble) are currently in scope of the proposed restriction, water-soluble polymers cannot be proposed as alternatives for water-insoluble polymers.
It would be interested whether there might be a potential for a derogation of water-soluble polymers from the restriction proposal, which would be in line with ECHA’s “Note on substance identification and the potential scope of a restriction on uses of “microplastics” (updated version 1.1, Oct 2018 )”.
At the moment, there are no like-to-like alternatives for synthetic polymers. 
The formulation, i.e. the composition of a medicinal product, is decisive for its safety and efficacy. It can happen that development without polymers leads to a non-functional dosage form. 
The search for alternatives and the reformulation can easily take several years. In addition, a variation (probably Type II) would have to be submitted in the course of the reformulation to the regulatory authorities.
The effects on the quality, safety, harmlessness and/or efficacy of the medicinal product concerned must be justified and demonstrated.
An assessment of the impact on the three main CTD modules 
- Module 3 (e.g. related to the quality of the medicinal product including the manufacture of the product, test methods used, stability studies), 
- Module 4 (related to the non-clinical - e.g. safety-relevant - data) 
- Module 5 (related to clinical data) 
would have to be done on a case-by-case basis for each formulation.
Furthermore, bioequivalence studies would have to be carried out to demonstrate the bioequivalence between current and new formulations.
Due to the many variables it is difficult to provide an accurate cost forecast.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
We would like to take the opportunity, in this first phase of the consultation, to raise some points regarding the reporting requirement in paragraph 8 of the proposal. 
SUMMARY
The reporting requirement in paragraph 8 has not been sufficiently described or analysed in the restriction proposal. There are several aspects that determine the cost and benefits of the scheme that stands yet to be defined.
1.	A very large number of companies are covered by the reporting requirement as it includes users at industrial sites. An assessment on the number of companies covered in the paint and adhesives sector in Sweden alone is around 11 000 (formulators and users) – most of which are SMEs. 
2.	These companies are expected to report information that is not available to them. Most polymers are not classified as hazardous and thus information on polymer identity is not forwarded in the supply chain. The level of detail of “polymer identity” stands yet to be defined by the dossier holder.
3.	The complexity of the database is underestimated and thus the cost for ECHA and the industry is underestimated. We believe the cost do not stand in proportion to the expected benefits. 
4.	For ECHA to reliably be able to track unintended release of microplastics using the envisaged database, the input needs to be of good quality. Given the unresolved issue of how to identity and/or group polymers in microplastics and the number of actors involved we question the usefulness of the database.
Detailed arguments and references are included in the attachment


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Org. type: Industry or trade association

Org. name: IKW, Industrieverband Körperpflege- und Waschmittel e. V.

Org. country: Germany
 
	Comment:
Position of IKW
IKW, the German Cosmetic, Toiletry, Perfumery and Detergent Association (Industrieverband Körperpflege- und Waschmittel e. V.), is the industry and trade association of manufacturers and distributors of cosmetic, toiletry, perfumery, detergents and household cleaning products. The majority of the more than 430 members of IKW are small and medium-size manufacturers and distributors. More than 340 members of IKW manufacture cosmetic products.
IKW is supporting the contribution of the European association Cosmetics Europe and of VCI (Verband der chemischen Industrie e. V., German Chemical Industry Association) to the public consultation on microplastics. 
The accumulation of plastic in aquatic environments is one of the major challenges today. However, a study by the Fraunhofer Institute for Environmental, Safety, and Energy Technology UMSICHT (“Kunststoffe in der Umwelt: Mikro- und Makroplastik”, J. Bertling, R. Bertling, L. Hamann, 2018) confirms again that microplastics in cosmetics play a minor role in environmental pollution caused by plastic debris. Nevertheless, cosmetics industry took action to minimize its contribution. 
It is our understanding that the restriction dossier focusses on solid microplastic particles potentially released to the aquatic environment exclusively. 
Microplastics in rinse off products
Within the framework of the “Kosmetikdialog”, a dialogue between the German Federal Ministry for the Environment, Nature Conservation and Nuclear Safety (BMU), the German Environment Agency (UBA) and the cosmetics industry in Germany represented by IKW, in 2013 a voluntary phase-out of microbeads in scrub and exfoliating cosmetic products was initiated. Based on the German initiative Cosmetics Europe recommended 2015 for its European membership a voluntary phase-out of microbeads in rinse off products for peeling and cleansing purposes until 2020. This voluntary action has been completed to more than 97 % until 2017. This clearly shows that a voluntary initiative can achieve quick and significant success. Our membership is prepared to further phase-out microplastics in all rinse off categories. 
Microplastics in leave on products
Especially in leave on products a variety of microplastic particles regarding chemical composition, size, specific properties and functions is used – generally in low concentrations. However, the total tonnage of microplastic in leave on products compared to rinse off products is significant lower. Until now most cosmetic manufacturers have not intended to phase-out microplastic particles, because the scientific criticism focusses on microplastic use in rinse off products which are released completely into the domestic wastewater in contrast to leave on products. 
The replacement of microplastic particles in leave on products would be a complex process. Alternative substances must first be tested regarding their safety, efficacy, environmental sustainability and product stability so that they meet the corresponding requirements. Apart from development activities, this requires comprehensive tests. This process is especially for SMEs challenging. According to the restriction dossier leave on products contribute 2 % to the overall microplastics emissions. However, more than 79 % of the estimated costs of the restriction would relate to leave on cosmetics. Thus, in our view the cosmetic manufacturers of leave on products are affected disproportionate. Therefore, we oppose a ban of microplastics in leave on products and recommend reconsidering the proposed regulation. 
Labelling and reporting requirements
For some polymers labelling and reporting requirements are described in the restriction report. Especially reporting requirements seem not to be practicable for the cosmetics industry due to the great variety of different polymers used in the broad cosmetic product palette combined with low amounts applied and thus are opposed by our broad membership.
Conclusion
In summary, for our broad membership it is feasible to phase-out microplastic particles in rinse off cosmetic products, whereas for proportionality reasons we oppose a ban of microplastics in leave on products. Furthermore, we recommend reconsidering the proposed regulation concerning labelling and reporting requirements for specific polymers. 
The cosmetics industry is highly interested in further improving the environmental sustainability of its products. We collect and process the corresponding information and are, therefore, in ongoing talks to the environmental protection authorities. 


	
	
	Answer to specific info request 1:
We refer to Cosmetics Europe contribution

	
	
	Answer to specific info request 3:
We refer to Cosmetics Europe and VCI contributions

	
	
	Answer to specific info request 6:
We refer to Cosmetics Europe contribution


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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<redacted>

Privacy comment: We would like to keep this file confidential because it also forms an opinion on alternative infill materials that are not produced by <redacted> members.

	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Attachment:



 
	Comment:
Please find our comments in the attachment in Section IV. Plantum is a member of ESA (European Seed Association): we worked with ESA on these comments and fully support them.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Privacy comment: The confidential annex contains a version of our comments which includes trade names and an internal analytical standard operating procedure for the determination of the degradability under use conditions.
	Comment:
Our comments on the Annex XV restriction report focus on issues in connection with products and applications specific to the business of our company, which is an affiliate of a leading specialty chemicals company. We also support the views expressed by the Company Group and associations like VCI and Cefic in their comments on the restriction. Comments by the Group and its subsidiaries will be provided successively during the commenting phase.
Introduction
These comments on the Annex XV restriction report focuses on product and application specific issues instead of referring to any reservations against the general restriction proposal and its applicability. Comments on the latter are uploaded by our company as well as by industry and trade associations separately.
The bioresorbable polymers, which are in focus of this communication belong to the polyester family. This is the largest group of polymers used for medical devices and pharmaceuticals based on intelligent systems for controlled drug release. The applied polymers have a high level of purity since they are manufactured under controlled cleanroom conditions, “Good Manufacturing Practice” (GMP) guidelines, and ISO 13485 certification. These bioresorbable materials, mainly based on lactic and glycolic acids, have been used successfully and safely in numerous commercial products for over 30 years.
Polymer degradation takes place exclusively in the body mainly through hydrolysis of the polyester chains. The resultant metabolites pass through the Krebs cycle and are finally eliminated as water (urine) and carbon dioxide (exhaled air). Implants made from these polymers render unnecessary a second operation to remove the implant, as is often required with conventional metal implants. This is beneficial both for patients and in terms of costs to the health system. These polymers are ready-to-use pellets or solids that can be directly processed into implantable products or controlled release drug by medical device and pharmaceutical companies.
These highly innovative products are especially designed to be bioresorbable in the human and animals body. The feature of being bioresorbable is the main marketing tool. We see these products under general suspicion, as the restriction proposed in the current form requires labelling and reporting within the supply chain regardless of the specific properties. This would imply
i) disturbances within the supply chain,
ii) obstacles for product development and further innovation as well as
iii) danger to generally valued achievements in the public health sector while not reducing the release of microplastics into the environment.
Therefore, we comment in the following on the term biodegradation and the purpose of the labelling and reporting requirements based on the restriction proposal on microplastics (Paragraph 7 and 8 of the proposed legal text). A proposal to amend the legal text for the specific case of polymers, that are not released to the environment as microplastic, is derived accordingly.
Comment in detail
Besides the medical device applications summarized in Table 6 of the Annex XV Restriction Report there are further important applications that could fall under the planned regulation on intentionally added microplastics.
Polymers, which undergo biodegradation via mechanisms not listed in the restriction proposal during their intended use, are not released to the environment as such. They are used as raw materials for the manufacture of implants and other medical device applications[1-6]. Examples of applications are degradable screws for fixation of bone and osteochondral fragments, degradable sutures, blood vessel closures, stents, ligaments and tendons, etc. According to the definition in the restriction proposal, these polymer materials could be considered microplastic at the medical device manufacturing stage (“formulations stage”). The following list names many of them, but is not conclusive:
Chemical Name | CAS No
Poly(L-lactide) (PLA) | 33135-50-1
Poly(L-lactide-co-D,L-lactide) | 52305-30-3
Poly(L-lactide-co-glycolide) | 30846-39-0
Poly(L-lactide-co-ε-caprolactone) | 65408-67-5
Poly(L-lactide-co-trimethylene carbonate) | 113883-70-8
Polydioxanone (PDX) | 29223-92-5
Poly(caprolactone) (PCL) | 81208-91-5 and 24980-41-4
In addition, very similar bioresorbable polymers are used as excipients for the manufacture of injectable depot medicinal products (parenteral sustained release applications)[7-9]. Again, they could be considered microplastic at the drug product formulations stage. The following list provides examples but is not conclusive:
Chemical Name | CAS No
Poly(D,L-lactide) | 202832-99-3 and 26680-10-4
Poly(D,L-lactide-co-glycolide) | 1354955-03-5 and 197526-99-1 and 26780-50-7
While Table 6 of the Annex XV report mentions controlled release medicines, and the use description in Table 28 also mentions parenteral drug formulations, this polymer class is not explicitly mentioned in the report for this kind of use.
Labelling and reporting
These bioresorbable polymers are not released to the environment and represent a sustainable substitute for non-degradable polymers. The benefit for human health is substantial. Indeed, more and more medical device and medicinal product applications are under development because of the polymer degradation. The advantage of bioresorbable materials compared to alternative solutions (like metals) is that no re-surgeries are required to remove the metal parts (screws, plates) which reduce pain and other negative impacts for patients as well as healthcare costs. Labelling of those materials as microplastic would negatively affect advertising and promoting activities and probably slow down or even prevent their further use in this field. Current research to expand the applications range of bioresorbable polymers to potentially substitute for non-biodegradable materials is ongoing und would be put at risk on long term.
Conclusion
It is therefore suggested to refrain from labelling and reporting requirement for these materials in medical device and pharma applications.
The following exemption is proposed to be implemented as point c. under paragraph 3:
„c. Parenteral medicinal products for human and veterinary use (EU Regulation 2001/83) and medical devices (class III, EU-Regulation 2017/745) that degrade under the conditions of use and which are not released to the environment as microplastic“.
References
[1] Athanasiou K. A., et al., “Sterilization, toxicity, biocompatibility and clinical applications of polylactic acid/polyglycolic acid copolymers”, 1996, Biomaterials 17: 93-102
[2] Letchford K., et al., „Lactide and Glycolide Polymers” In: Biodegradable Polymers in Clinical Use and Clinical Development, First Edition 2011. Edited by A. J. Domb, N. Kumar and A. Ezra. John Wiley & Sons, 319-359
[3] Gentile P., et al., “An Overview of Poly(lactic-co-glycolic) Acid (PLGA)-Based Biomaterials for Bone Tissue Engineering”, 2014, Int J Mol Sci 15: 3640-3659
[4] Lasprilla A. J. R., et al., “Poly-lactic acid synthesis for application in biomedical devices - A review”, 2012, Biotechnology Advances 30: 321-328
[5] Garlotta D., “A Literature Review of Poly(Lactic Acid)”, 2002, Journal of Polymers and the Environment 9(2): 63-84
[6] Vert M., “After soft tissues, bone, drug delivery and packaging, PLA aims at blood”, 2015, European Polymer Journal 68: 516-525
[7] Kerimoglu O. and Alarcin E., “Poly(lactic-co-glycolic acid) based drug delivery devices for tissue engineering and regenerative medicine”, 2012, ANKEM Derg 26(2): 86-98
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[9] Makadia H. K. and Siegel S. J., „Poly Lactic-co-Glycolic Acid (PLGA) as Biodegradable Controlled Drug Delivery Carrier”, 2011, Polymers 3: 1377-1397


	
	
	Answer to specific info request 1:
Biodegradable polymers used as implants or for depot formulations for human and veterinary applications contain hydrolysable bonds making them prone to chemical degradation via hydrolysis.
The biodegradation of poly(lactic acids) (PLA), poly (glycolic acids) (PGA) and their copolymers (PLGAs) is initiated by simple chemical hydrolysis. The hydrolytic degradation proceeds through four stages. First, water diffusion followed the second stage, in which oligomers with acidic end-groups autocatalyze the hydrolysis reaction. Afterwards, a critical molecular weight is reached at the third stage and oligomers start to diffuse out from the polymer. Marked decrease in polymer mass occur during this stage. In the fourth stage, polymeric matrix become highly porous and degradation proceeds homogeneously and more slowly [1]. An internal analytical method is used to determine the degradation under physiological conditions (attached as confidential Annex).
[GRAPHIC on composition -> cannot be displayed here, see confidential annex]
The polymeric chains are randomly cleaved by hydrolysis ultimately releasing lactic acid and glycolic acid. These metabolites, which are as well occurring in nature, are transformed to carbon dioxide and water via the Krebs cycle and are eliminated from the body through the respiration system [2]. The following graph shows the main pathways of metabolism.
 
[GRAPHIC on metabolism -> cannot be displayed here, see confidential annex]
Biological degradation of poly (dioxanone) PDX depends largely on hydrolysis of ester linkages. The initial degradation is an abiotic degradation at the carboxyl end-groups formed by chain cleavage. Chain cleavage is autocatalyzed by hydrolytical carboxyl end-groups formation, which accelerate the hydrolytic reaction.
14C studies with poly (para-dioxanone) (PDX) have shown that in vivo degradation products (unlike those of PGA and PLA) are removed via the urine suggesting other final degradation products than water and carbon dioxide. When in form of a ligating clip Schaefer et al. [3] reported that the main degradation product is 2-hydroxyacetic acid.
Polycaprolactone (PCL) degradation starts similarly to PLA degradation with random chain scission by ester hydrolysis. However, the degradation rate is significantly lower. Intracellular degradation of PCL is proposed by Woodward [4] once the molecular weight falls below 3000. Sun et al. [5] showed in the rat model that polymer fragments do not accumulate in the body and final products will be eliminated via the faeces.
In conclusion, all above mentioned biodegradable polymers undergo hydrolytic bond cleavage to form water-soluble degradation products that can dissolve in an aqueous environment. These degradation products are no longer microplastics. Therefore, the use of bioresorbable polymers as implants as well as for the use in parenteral depot formulations for human and veterinary applications do not result in a release of microplastics to the environment at all.
References
[1] Engineer, C., Parikh, J., Raval, A. (2011) Review on Hydrolytic Degradation Behavior of Biodegradable Polymers from Controlled Drug Delivery System. Trends in Biomaterials & Artificial Organs; 25(2): 79-82
[2] Holland, S., Tighe, B., Gould, P. (1987) Polymers for biodegradable medical devices. IV. Hydroxybutyrate-valerate copolymers as non-disintegrating matrices for controlled-release oral dosage forms. International Journal of Pharmaceutics; 38 (1–3): 231-237
[3] Schaefer, C. J., Colombani, P. M., Geelhoed, G. W. (1982) Absorbable ligating clips. Surg Gynecol Obstet.; 154(4): 513-516
[4] Woodward, S. C., Brewer, P. S., Moatamed, F., Schindler, A., Pitt, C. G. (1985) The intracellular degradation of poly(epsilon-caprolactone). J Biomed Mater Res.; 19(4): 437-444
[5] Sun, H., Mei, L., Song, C., Cui, X., Wang, P. (2006) The in vivo degradation, absorption and excretion of PCL-based implant. Biomaterials.; 27(9): 1735-1740


	
	
	Answer to specific info request 5:
The bioresorbable polymers, which are in the focus of this communion belong to the polyester family. This is the largest group of polymers used for medical devices and pharmaceuticals based on intelligent systems for controlled drug release. The applied polymers have a high level of purity since they are manufactured under controlled cleanroom conditions, “Good Manufacturing Practice” (GMP) guidelines, and ISO 13485 certification. These bioresorbable materials, mainly based on lactic and glycolic acids, have been used successfully and safely in numerous commercial products for over 30 years.
Polymer degradation takes place exclusively in the body mainly through hydrolysis of the polyester chains. The resultant metabolites pass through the Krebs cycle and are finally eliminated as water (urine) and carbon dioxide (exhaled air). Implants made from these polymers render unnecessary a second operation to remove the implant, as is often required with conventional metal implants. This is beneficial both for patients and in terms of costs to the health system. These polymers are ready-to-use pellets or solids that can be directly processed into implantable products or controlled release drug by medical device and pharmaceutical companies.
These highly innovative products are especially designed to be bioresorbable in the human and animals body. The feature of being bioresorbable is the main marketing tool. We see these products under general suspicion, as the restriction proposed in the current form requires labelling and reporting within the supply chain regardless of the specific properties. This would imply
i) disturbances within the supply chain,
ii) obstacles for product development and further innovation as well as
iii) danger to generally valued achievements in the public health sector while not reducing the release of microplastics into the environment.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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<redacted>
 
Privacy comment: The attached document contains confidential information within the context of Article 4(2) of Regulation EC/1049/2001 i.e., it relates to “commercial interests” and “intellectual property”. This includes sales data, information on market share and R&D plans.
	Comment:


	
	
	Answer to specific info request 1:
We have provided comments on the proposed Biodegradability Derogation 3 b) in the Annex XV Restriction Report for Intentionally Added Microplastics. We are in agreement with the breadth of methods proposed for evaluating the biodegradability of microplastics. The proposed criteria and corresponding level of stringency offers reassurance that any microplastic that meets the criteria are truly not part of the “microplastics issue” (i.e. accumulative and persistent in the environment). 
P&G experts on fate and biodegradation support these general comments: 
Derogation 3b on biodegradability is fit for purpose; however, the recommended modifications described herein are critical for a swift implementation of these criteria. 
Biodegradability criteria stability - Considering the derogation’s level of stringency, it is vital to avoid in short term further changes to the criteria that result in greater stringency. This would be damaging to any progress made over the allotted transition period and would impede the ability of ECHA and EU Commission to introduce a proportionate and fit for purpose restriction. 
Longer transitional periods needed - ECHA and the EU Commission should consider longer transition periods, as this will allow time to adapt to this groundbreaking restriction while curbing the associated economic disruption. P&G recommends that ECHA consider extending transition periods an additional 5 years to support innovation. 
The reality is that, although the proposed derogation is flexible, it is also very stringent. It will take significant time to develop potential alternatives and provide proof that the alternatives meet the biodegradation derogation. If testing spans multiple tiers of the biodegradation derogation and the tiers are followed in sequence, it could take several years to evaluate one potential alternative. The development of a suitable alternative will require dozens of iterations. Nevertheless, P&G will work to understand the biodegradability of current microplastics and where needed, develop and assess alternatives. 
In addition to the above points, P&G has summarized the following recommendations below: 
1. Derogation be considered following a weight of evidence approach specified in existing ECHA guidance documents; 
2. Extension of enhanced ready biodegradation test duration from 60 days to 90 days due to microplastic’s physiochemical properties; 
3. Changing of the language in Tier 4 from, “and” to “or” to signify that only one method and pass result is needed; 
4. Allow modifications in simulation tests as radiolabeling and cold analytical techniques to track parent compound and metabolites are limited for microplastics; 
5. Flexibility on the form of the material to be tested as the chemistry limits the testing of the actual commercial form in many cases (e.g. case study on encapsulation); and 
6. Change laboratory accreditation to, “ISO 17025 and/or GLP” to increase lab options as few labs offer all proposed methods. 


	
	
	Answer to specific info request 3:
This information is addressed in the document provided in point 5.

	
	
	Answer to specific info request 5:
Perfume encapsulates provide a significant benefit to the consumer and offer sustainability benefits through efficiency gains on perfume usage (30 % less perfume currently and 45% less with near term innovation). Future innovations focus on working towards the development of new encapsulates that are out of scope of the microplastic restriction (i.e., employ SiO2 or are (bio)degradable). The current encapsulate polymer shell is not readily biodegradable, but is principally removed from wastewater with entrapment into sludge solids in primary and secondary wastewater treatment. Research is underway to evaluate the extent to which encapsulate polymers are actually persistent in the relevant environmental compartments. It has historically taken roughly 10 years to bring the current encapsulate innovation to the market. The ECHA proposal has afforded industry a 5 year transitional period (post-EIF) to allow for new innovations in this area. A period of 7-10 years would be more appropriate in order to avoid regrettable substitution of reverting to less efficient perfume delivery systems that necessitate significantly greater volumes of perfume usage.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
ChemSec supports the dossier submitter’s conclusion that the risks arising from the releases to the environment of intentionally used microplastics are not adequately controlled. We therefore support the need for a restriction. 
ChemSec supports the restriction by providing evidence on:
-	Available alternatives
-	Research on alternatives 
-	List of microplastics/polymers identified in hygiene and cosmetic products


	
	
	Answer to specific info request 1:
If bio-degradable plastic particles are to be exempted, it must be completely ascertained that the substance to be exempted is actually easily bio-degradable in ALL compartments where it might end up. Including water, marine water, sediment, soil etc.


	
	
	Answer to specific info request 2:
There are multiple available alternatives to synthetic turf infill material. For example, plant-based infill material that is extracted from sugar cane https://marketplace.chemsec.org/Alternative/Saltex-BioFill-a-100-natural-and-environmentally-friendly-infill-material-for-artificial-turf-200, cork or coconut, which are all bio-based, biodegradable, composable, and carbon neutral.
Hence, there will be no negative impacts due to a restricting of microplastics or plastic materials shedding micro particles during its life cycle.


	
	
	Answer to specific info request 5:
Cosmetic:
There are several companies providing rinse-off and leave-on cosmetic products free from intentionally added microplastics that are available on the market today. For example, all cosmetic products certified by ECOCERT http://www.ecocert.com/sites/default/files/u3/Ecocert-Standard/index.pdf, such as the peeling and facial scrub from estelle & thild https://www.nordicfeel.se/hudvard/ansikte/peeling-ansiktsskrubb/estelle-thild-biocleanse-38676. 
Mibelle Group 
Since the start of 2014, like many large cosmetics manufacturers, the Mibelle Group has voluntarily undertaken to gradually phase microplastics out of its products. It uses natural alternatives that do not harm marine life, such aspumice, jojoba beads, apricot kernels, ground nutshells and salt. The Mibelle Group has not manufactured any cosmetics with microplastics since 2015. https://www.mibellegroup.com/blog/general/microplastics-in-cosmetics-mibelle-turns-to-alternatives/
Lush
Lush uses natural powders and exfoliants instead of the plastic beads used in products such as facial scrubs.
https://uk.lush.com/article/bead-different-natural-alternatives-microplastics
Lessonia
Lessonia is a supplier of natural ingredients for the cosmetic industry. The company has released its list of key natural alternatives to microplastic particles. The list from Lessonia includes: shells and kernels (i.e. from almonds, coconuts, apricots, etc), minerals (including corindon, garnet and pearl), seeds (such as blackcurrent, cranberry and kiwi), flowers and leaves (including olive, lavender and jasmine) and fruits (like apple, grape and lemon). https://www.cosmeticsdesign-europe.com/Article/2017/01/04/The-case-for-natural-microbead-alternatives
The Fraunhofer Institute for Microstructure of Materials and Systems IMWS and its partners have tested materials that can replace microplastics in cosmetic products and are biodegradable. The research team was able to scientifically confirm that cellulose particles have comparable effects in cosmetic products as a substitute for polyethylene. They are also biodegradable in water and can be produced at low cost. Cellulose particles can also be used as a filler in aluminum-free deodorants. 
The use of cellulose as biobased fillers could also be possible in other fields of application such as medical products. In addition, different cellulose types can be mixed, which promises a wide range of applications. Therefore, the particles have a high potential for new product developments and attractive marketing opportunities for sustainable or even vegan products," says Dr. Andreas Kiesow, project manager at Fraunhofer IMWS.
The results obtained can also be used in the future for development in other cosmetic areas such as decorative cosmetics for mascara, powder or lipstick.
https://www.lab-worldwide.com/environmentally-friendly-microplastic-alternatives-in-cosmetics-a-676549/
Alternatives for other end-uses:
Sulapac is a packaging solution made from renewable and sustainable raw materials that is 100% biodegradable and contains 0% microplastics. Sulapac is made of wood chips and natural binders. 
https://www.sulapac.com/wp-content/uploads/Technical-Data_SNC_V.07_Sulapac.pdf


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 16:57

Content:
Scope or restriction option analysis;
Baseline;
Other socio economic analysis (SEA) issues

Type: MemberState

Country:
Sweden
 
	Comment:
The Swedish Medical Products Agency wants to emphasize the importance that the restriction report includes a clear conformation for competent authorities to perform in market surveillance of microplastic in cosmetic products. We would also like to express concerns regarding inadequate in market surveillance if the legal requirements are unclear, for e.g. in the case of unclear description of what and when something is a microplastic at different stages (from production to the final product).


	
	
	Answer to specific info request 3:
In medical devices, microplastics can be intentionally added with properties essential for the function of the device. The amount can be far above the proposed concentration limit of 0.01%, as described in Annex XV restriction report, proposal for a restriction, version 1.1., March 20, 2019.


	
	
	Answer to specific info request 4:
The Swedish Medical Products Agency supports initiatives that are taken to meet the global climate goals. The Swedish Medical Products Agency also supports a derogation for medical devices and in vitro diagnostic medical devices.
However, The Swedish Medical Products Agency believes that the consequences of the proposal on Medical Devices and In vitro diagnostic medical devices need to be further explored, especially related to consequences on patient safety, socio-economic impacts and time for implementation. The proposal can lead to shortage of products and put patients at risk.
The socio-economic impact presented by the Dossier Submitter appears to be based on a limited number of products used in professional settings. Despite lack of access to a complete list of products containing microplastic, the summary of products and their uses appear to be incomplete. 
The Swedish Medical Products Agency has noticed that CE-labelled absorbance products such as incontinence products are not mentioned in the documentation on the proposed restriction. Such absorbance products can contain superabsorbent microplastics. This product category is subsidized by the Swedish government and are not only used by professionals under controlled conditions. These products are high volume products, both used by professionals and other users, at both hospitals and in the homes of patients. Today, waste from such products are typically handled as household waste. In Sweden the majority of household wastes are incinerated. Still, requirements on incineration or deposition as hazardous waste management treatment of such waste can have impact on the health care system, including patient safety. 
The Dossier Submitter suggests that the use and release shall be monitored and reported, and that compliance can be monitored at member state level by reviewing PSUR.
According to article 86 in the medical device regulation (2017/745), “manufacturers of class IIa, class IIb and class III devices shall prepare a periodic safety update report (‘PSUR’). Manufacturers of class IIb and class III devices shall update the PSUR at least annually and class IIa devices shall update the PSUR when necessary and at least every two years. For class III devices or implantable devices, manufacturers shall submit PSURs by means of the electronic system. For class I, IIa and IIb devices, manufacturers shall make PSURs available to the notified body involved in the conformity assessment and, upon request, to competent authorities.” This will increase the burden on notified bodies and competent authorities. The be noticed, an electronic system is still not in place and the majority of the PSURs are not going to be actively submitted to this system and would have to be requested by the competent authorities. Also, the environmental aspects of devices are not covered by regulation 2017/745, in particular the provisions on PSURs, and this would be an additional demand put on the manufacturers based on other legislation. Hence, the feasibility to monitor and report requires further attention. 
The Dossier Submitter suggests that medical devices and in vitro diagnostic products can adapt to the regulation within 2 years, i.e. implement technical means where microplastics would be contained throughout their use and incinerated at the end of their life-cycle and update labels, SDS, IFU to provide enough instructions to prevent release to the environment. Even such seemingly non-intrusive modifications may entail scrutiny by notified bodies, for the devices that require a certificate. The Swedish Medical Products Agency believe that this is probably a too short implementation period and suggest that the implementation time for updates of information should be decided when all processes for MDR and IVDR are in place. Competent authorities, notified bodies and companies are working hard to adapt to the new requirements. As of today, all processes are not yet in place. Additionally, microplastics are most often added to the products with purpose to provide unique functions. Such products can be advanced. A transition time of 2 years to replace such product with non-microplastic solutions is for most products more than a challenge, even modifying product to contain microplastics throughout their use can be challenging. Research and development achievements are probably required. Such technical means most likely require more than 2 years implementation time. 
The Swedish Medical Products Agency highly recommend that the consequences of the proposal for Medical Devices and In vitro diagnostic products are further evaluated to avoid shortage of products and that patient’s safety are compromised.


	
	
	Answer to specific info request 5:
Regulation (EC) No 1223/2009 on cosmetic products states in article 3 that “a cosmetic product made available on the market shall be safe for human health when used under normal or reasonably foreseeable conditions of use”. The safety of a cosmetic product is demonstrated by ensuring that a cosmetic product has undergone a safety assessment (which, among other things, must take systemic -and local toxicity into account). 
The Swedish Medical Products Agency wants to highlight concerns regarding the risk to human health if the transitional periods for alternative ingredients to microplastics are too short (for other rinse-off and leave on cosmetic products). Also, the risk to human health if alternatives to microplastics are introduced too quickly.  
Animal testing is strictly prohibited for finished cosmetic products and ingredients exclusively used in cosmetics or specifically carried out in the context of the EU cosmetic regulation. Since alternative methods for systemic toxicity is at current date not available, implications for the development of new ingredients are at place. Abundant data from tests of good quality are needed for the safety assessment, to ensure that a cosmetic product is safe for human health under normal condition of use. 
However, for alternatives to microplastic ingredients that are already available on the market (and already assessed as safe), a transitional period of 4-6 years could be appropriate. 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 17:30

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: IPEC Europe

Org. country: Belgium

Attachment:



 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 17:34

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: The Plant Care Industries Association (IVA)

Org. country: Germany

Attachment:

<redacted>

Privacy comment: Due to antitrust regulations and to protect production related informations of our members, we want to keep the attachment confidential.
	Comment:
Following the Annex XV restriction report submitted by ECHA on 11 January 2019, related to a possible restriction of intentionally added microplastics, The Plant Care Industries Association (IVA) takes note of the proposal for a restriction on microplastics, including those used in the agricultural sector. IVA welcomes the alignment of the current restriction proposal with the regulatory requirements of the new Fertilizers Regulation regarding the biodegradability of polymers used in CE-marked and non-CE marked fertilizers. IVA, as the german national association for the fertilizers industry adopts the answers of the European Fertilizers association, Fertilizers Europe, as it stands.


	
	
	Answer to specific info request 1:
The biodegradation of natural materials and polymers is generally slow. Good information can be found in method ISO 17556:2012 that is mentioned as a permitted test method in Table 21 of the restriction. Especially Annex F and G are informative since they describe biodegradation experiments in soil of naturally occurring materials and synthetic polymers.
•	In Annex F the biodegradation of birch leaves, oak leaves and pine needles is described. In Table F1 the biodegradation after 1 year is mentioned. The leaves and pine needles are degraded for about 56-62%. If one would extrapolate the curves in the figure F.1, below the table F.1, it can be deduced that the 24 month/90% (conversion compared to a reference) criterion will not be met. Even the extended biodegradation criterion of 48 months/90% (conversion to a reference) is possibly challenging to meet. Since the materials in Annex F are naturally occurring there is no environmental concern and slow biodegradation is well accepted.
•	In Annex G a round-robin testing (ring testing) was performed. The data are presented in the graph below. Clearly, there is a large spread in the data and in some labs, the tested material starch/poly(butylene adipate-co-butylene terephthalate) blend could be considered biodegradable, whereas in most laboratories the material failed to biodegrade sufficiently (Only for 7 out of 17 test a plateau level in CO2 evolved was reached indicating that the biodegradation was complete in the tested period for both the reference (microcrystalline cellulose) and the starch/poly(butylene adipate-co-butylene terephthalate) blend . From these 4 test show incomplete biodegradation 20-58% biodegradation and 3 test complete biodegradation (97-107%).). Given the inconsistent results, it is obvious that a better test is required.
The EU commission (see Article 42 of the new Fertilizer Regulation) will set biodegradation criteria within the next 5 years in a delegated act. This means that a biodegradation period of 48 months plus release period will not ‘fit’ in the 5 years allowed. Therefore, a project was started by the industry with two expert partners (OWS in Belgium and Tomas Bata University in Czech Republic) to develop an accelerated biodegradation test. This test is done in soil at 37 oC in soil. Biodegradation tests at lower temperatures (25 oC) are as well done for comparison. The target of this study is to show that an accelerated biodegradation study is possible for CRF coatings and that test criteria can be set for biodegradation. The partners expect publication of the paper in the third quarter of this year.
The period of 5 years allowed under the new Fertilizers Regulation for development of the biodegradation criteria plus 2 years for implementation is very challenging given the technical challenges. Industry needs to develop new biodegradable coating technologies, ensure that they can be applied both safely and economically on fertilizer granules, test the performance of these new CRF in lab and under practical conditions for multiple seasons and build the new coating installations to produce these new CRF. 


	
	
	Answer to specific info request 3:
a. a.	Fertilizers Europe collected information from its members via 2 Questionnaires that have been already shared with ECHA on 30th November 2018. The Questionnaires contain information respectively for technical additives (anti-caking/anti-dusting agents) and for polymers used in controlled release fertilizers (CRF). Information about the concentration of polymer-containing particles (expressed in w/w) in the final products is reported for each fertilizer product used. The Questionnaires are attached as a “Confidential Attachment”.
b. b.	The current proposal for restriction sets a limit of 0.01% and by the given definition of microplastic, the cut-off applies to mixtures containing solid polymers in a concentration equal or above 1%. This means that a product containing 1 ppm or more of solid polymer in a size between 1 nm and 5 mm falls in the scope of the restriction. Question 3 aims to set even lower boundaries. Assuming that a method to detect 1 ppm (or even ten or hundred time less) of polymer in products (and to determine whether this amount is in a solid form) is technically feasible, we believe that at this level an unintentional release from packaging material to products cannot be excluded, for instance by abrasion during product handling. In this perspective, Fertilizers Europe believes that the proposed combined limit and the intention to eventually even tighten the proposal will not be enforceable in practice.   
c. c.	At the moment there is no accepted and validated qualitative or quantitative method to test for polymers in fertilizers. 
d. Since the fertilizer industry is mainly a downstream user of formulated products for a diverse range of technical applications, they are not in the position to comment whether products that they use might contain polymers or microplastics as ingredients.


	
	
	Answer to specific info request 5:
The answers to Question No. 5 (the tonnages microplastics used, their technical functions and releases to the environment) are submitted as a "Confidential Attachment"


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 17:35

Content:
Scope or restriction option analysis;
Environmental emissions;
Information on costs;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Fußball und Leichtathletik-Verband Westfalen e.V.

Org. country: Germany

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 2:
a.: Nach neueren Erkenntnissen werden zwischen 0,25 t/a und 5 t/a in Deutschland an Befüllungsgranulat pro Kunststoffrasenfläche verwendet (Fraunhofer 2018, S. 11). Das entspricht einer Gesamtmenge von ca. 7.500 bis 9.900 t/a. 
b.: Nach dem aktuellen Forschungsstand besteht nach Kenntnis des DFB ein hohes Maß an Unsicherheit darüber, wie und in welchen Mengen das als Mikroplastik definierte Granulat auf Sportplätzen in die Umwelt freigesetzt wird. Nach den uns zur Verfügung stehen-den Informationen gibt es große Unterschiede bei der Einschätzung der Menge an Mikroplastiken, die in den einzelnen Mitgliedstaaten oder in der EU/EWR als Füllmaterial für Kunstrasen verwendet wird. Insbesondere Umfang und Methodologie der Forschung in diesem Bereich sind bisher noch wenig standardisiert und nachvollziehbar. Der DFB geht davon aus, dass der Anteil des Eintrags von Mikroplastik über Kunststoffrasenplätze je nach Mitgliedstaat ca. 1 bis 3 Prozent im Verhältnis zum Gesamteintrag beträgt. Demnach ist der Umwelteintrag verglichen mit anderen Hauptquellen relativ gering (Europäische Kommission 2018, ii)).
c.: Gezielte Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt bereits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaustrags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmatten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sportplätze (z.B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer starken Verringerung des Austrags von Mikroplastik beitragen. 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alternative Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben werden können. 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alternativen qualitäts- und kostenmäßig (z.B. hinsichtlich der Bespielbarkeit und Lebensdauer) vergleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbar-keit oder das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen Alternativfüllungen verändert (Plan Miljø Studie 2017). Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alternativer organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplätzen, die ohne Füllstoffe auskommen. Sowohl eine wissenschaftliche Folgenabschätzung als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind eine zentrale Forderung der von der Thematik betroffenen Sportverbände in Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunststoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mittel- bis langfristig erarbeitet und bereitgestellt werden können.
d.: In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb gemeldete Kunststoffrasenplätze (DFBnet), sowie ca. 1.000 DFB-Minispielfelder. Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunststoffrasenplätze von Grund auf erneuert. Hinsichtlich der bestehenden Plätze dürfte eine Umstellung auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommunen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei einem vollständigen Ver-bot und einer Verwendung alternativer Füllstoffe deutlich höher ausfallen würden. Laut eigener Berechnungen belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen Millionenbetrag. Die insgesamt zu erwartenden Kosten eines Verbotes können aufgrund fehlender Kenntnisse über geeignete alternative Füllstoffe (Geeignetheit, Verfügbarkeit) derzeit nicht seriös beziffert werden. Auf Grundlage aktueller Daten zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Austausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich (bis zu 90 Mio. EUR) liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen erforderlich sind. Die Kosten für eine Umsetzung gezielter Risikomanagementmaßnahmen zur Zurückhaltung des Materialaustrags dürften nach Schätzungen und je nach Umfang der Maßnahmen pro Kunststoffrasensystem bei 3.000 bis 10.000 EUR liegen.
e.: Der gemeinwohlorientierte Sport ist die größte zivilgesellschaftliche Bewegung in Deutschland und Europa. In Deutschland engagieren sich knapp acht Millionen Bürger freiwillig und ehrenamtlich im Sport. Das entspricht einer jährlichen Wertschöpfung und einem Wohlfahrtsgewinn allein in Deutschland von ca. 6,7 Milliarden Euro. Vergleichbare Zahlen lassen sich auch für die gesamte EU feststellen. In den EU-Mitgliedstaaten engagieren sich im Jahre 2010 zwischen 92 und 94 Millionen Menschen freiwillig für Ziele des Gemeinwohls, davon die meisten im Sport (ca. 35 bis 40 Prozent aller freiwillig Tätigen in der EU) (Europäische Kommission 2010). 
Der Sport schafft ein strukturiertes, an die gesamte Bevölkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportvereine in Deutschland zählen zehn Millionen Mitgliedschaften im Kinder- und Jugendalter (DOSB-Bestandserhebung 2018), allein im DFB liegt diese Zahl bei 2,1 Millionen (DFB-Mitgliederstatistik 2018). Damit sind Sportvereine die wichtigste Anlaufstelle für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben für die ganzheitliche Persönlichkeitsbildung junger Menschen. Dem Sport kommt eine wichtige Vorbild- und Lehrfunktion im Bereich der Integration und demokratischen Grundbildung zu. Für das herausragende gesellschaftliche Engagement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergärten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbeiten. Um allen Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvoraussetzung. Ein für alle zugängliches und umfangreiches Sportangebot ist – vor allen Dingen in Großstädten und Ballungsgebieten – nur durch die Verfügbarkeit von ganzjährig nutzbaren Sportanlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fußball, eine wichtige Rolle, da sie eine intensivere Nutzung als Naturrasen- oder Tennenplätze erlauben. Allein mit Naturrasen- und Tennenplätzen lässt sich der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Jugendmannschaften, nicht aufrechterhalten. Ein Kunststoffrasenplatz ersetzt etwa 2,5 Naturrasenplätze (DFBnet). Auf weniger als 10 Prozent der Naturrasenplätze finden an Wochenenden mehr als 2 Spiele statt. Bei Kunststoffrasenplätzen finden hingegen bei über 40 Prozent der Plätze mehr als 2 Spiele statt. Weniger als 10 Prozent der Naturrasenplätze wird an einem Wochenende mehr als 150 Minuten genutzt. Bei Kunstrasenplätzen werden hingegen etwa 35 Prozent an einem Wochenende mehr als 150 Minuten genutzt. 27.773 Spielstätten in Deutschland (ca. 70 Prozent) werden von Sportvereinen genutzt. Ein Drittel der Kunstrasenplätze werden von 2 oder mehr Vereinen mit alle ihren Jugend- und Seniorenmannschaften benutzt. Etwas über ein Drittel aller Naturrasenplätze wird von mehr als 5 Mannschaften bespielt. Bei Kunstrasenplätzen werden fast drei Viertel (72 Prozent) von mehr als 5 Mannschaften genutzt. Etwa 10 Prozent aller Naturrasenplätze wird von mehr als 10 Mannschaften bespielt. Bei Kunststoffrasenplätzen sind es ca. 41 Prozent der Plätze, die von mehr als 10 Mannschaften genutzt. Nur 1 Prozent aller Naturrasenplätze wird von mehr als 15 Mannschaften bespielt. Bei Kunstrasenplätzen beträgt der Anteil immerhin noch knapp 18 Prozent. Etwa 6 Prozent werden sogar von über 20 Mannschaften bespielt. Je größer die Vereinsgröße (insbesondere Anzahl der Mannschaften), desto höher ist der Anteil der Vereine, die auch eine Spielstätte vom Typ Kunstrasen haben.
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasensystemen direkt bei Inkrafttreten der Beschränkung wäre daher unverhältnismäßig. Es würde zu hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen führen, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Finanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszugehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf Vereinsebene stellt ein solch außerordentlicher Kosten-punkt ein großes finanzielles Risiko dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden kann. Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kostenstreckung erlauben, würde das Breitensportangebot in Deutschland sehr negativ beeinflussen.
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-Verordnung spricht sich der DFB daher für eine angemessene Übergangsfrist von mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunststoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung bestehender Flächen aus.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
Scope or restriction option analysis

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: IOGP

Org. country: Belgium

Attachment:


 
 
	Comment:
IOGP provides comment on two subjects here:
1) exemption and
2) substitutions
see attachment


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 17:40

Content:
Information on costs;
Information on benefits;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: The Swedish Cosmetic and Detergent Association and The Swedish Association of Professional Hygiene & Cleaning

Org. country: Sweden

Attachment:



 
	Comment:
The Swedish Cosmetic and Detergent Association and The Swedish Association of Professional Hygiene & Cleaning would like to give comments to the consultation of the ECHA proposal on restriction of microplastics. The answer covers detergents and maintenance products only.
Our comments concern the legal certainty and precautionary principle, the definition, the reporting obligation and the derogations for biodegradable and film forming polymers. 
See attachment for further details.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
Scope or restriction option analysis;
Hazard or exposure;
Information on alternatives;
Information on costs;
Transitional period;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Federchimica

Org. country: Italy

Attachment:




	Comment:
Please, see the attached file (SECTION IV. Non-confidential attachment)


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2169
	Date: 2019/05/20 17:43

Content:
Scope or restriction option analysis;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: United Kingdom

Company name confidential: Yes 

Attachment:



 
	Comment:
The following is the <redacted> response to the ECHA public consultation on microplastics.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2171
	Date: 2019/05/20 17:46

Content:
Information on alternatives

Type: BehalfOfAnOrganisation

Org. type: International organisation

Org. name: <redacted>

Org. country: United States

Company name confidential: Yes 

Attachment:

<redacted>

Privacy comment: <redacted> claims confidentiality of the attached document on the basis that the document contains information which, if disclosed, would undermine the protection of the commercial interests, including intellectual property interests, of <redacted> and/or its subsidiaries, in particular <redacted>, a legal person incorporated in Norway. The attached document contains commercially sensitive information which may relate to future patent applications of <redacted> and/ or <redacted>.

	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2172
	Date: 2019/05/20 17:47

Content:
Hazard or exposure;
Environmental emissions;
Description of analytical methods;
Information on alternatives;
Information on costs

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: EFfCI - The European Federation for Cosmetic Ingredients

Org. country: Belgium

Attachment:



 
	Comment:
see attached doc


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2176
	Date: 2019/05/20 18:00

Content:
Hazard or exposure;
Environmental emissions;
Baseline;
Description of analytical methods;
Information on costs;
Information on benefits;
Other socio economic analysis (SEA) issues;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: EuPC (European Plastics Converters)

Org. country: Belgium

Attachment:


 
	Comment:
EuPC is the leading EU-level Trade Association, based in Brussels, representing European Plastics Converters. EuPC now totals about 51 European Plastics Converting national and European industry associations, it represents close to 50,000 companies, producing over 50 million tonnes of plastic products every year. The European plastics industry makes a significant contribution to the welfare in Europe by enabling innovation, creating quality of life to citizens and facilitating resource efficiency and climate protection. More than 1.6 million people are working in about 50,000 companies (mainly small and medium sized companies in the converting sector) to create a turnover in excess of 280 billion € per year
Whilst we acknowledge and support the need as good house fathers to minimize emissions of waste, including microplastics in the environment, we would like to comment specifically on the restriction proposal.
I.	The scope, the validity and proportionality of the restriction measure is not adequately defined and justified.
•	REACH foresees restrictions to be applicable to specific substances on their own, in a mixture or incorporated into an article, whilst plastics covers a broad range of substances and compositions, the only commonality being to a certain extend some common physical properties such as form, specific density and limited biodegradability although the variation across plastics would be very important and the same type of properties could then also be attributed to other materials. 
•	A restriction under the REACH regulation is therefore not an adequate instrument and this can be also inferred from the weakness of the argumentation supporting the restriction as this assessment is unspecific.
•	The proposed restriction is discriminatory to plastics : to be non-discriminatory the measure should specify physico-chemical (including biodegradability) properties ranges for any material (also in order to avoid “regrettable substitution”).
•	The annex XV dossier further fails to demonstrate adequate control or proportionality of the envisaged measures.
•	The dossier submitter recognizes that there is not sufficient information enabling to conclude to plastics toxicity other than physical hazard through the ingestion of some plastics (by the way not necessarily microplastics) nor that those microplastics have a potential for bioaccumation, but still bases all the evaluation of the restriction by considering microplastics as similar to Persistent Bioaccumulative and Toxic (PBT) or very Persistent and very Bioaccumulative (vPvB) substances. It is evident from the dossier itself that the criteria for PBT and vPvB substance do not apply as it is impossible to characterize such a wide range of products toxicity or bioaccumulation potential. We therefore require that any reference to PBT/vPvB like similarity are removed from the Echa annex XV dossier as it may at a later stage create confusion whether or not those microplastics  fall under the article 57 d or e of REACH or  impact customer behaviour.
•	The dossier submitter then goes on to consider microplastics as a non threshold substance, therefore assuming that a plastic pellet is as dangerous as an heavy metal, persistent organic pollutant  or very toxic substances. The cost efficiency of the measure is then compared to the one  of those substances (see e.g p. 126 of the annex XV report). The hazard/risk caused by such substances cannot be compared to the one of microplastics and the cost efficiency of the measure should be  evaluated on its own. The fact is that there is no relevant benchmark to assess the proportionality of the measure and that therefore Echa could not justify the proportionality of the measure.
•	This leaves applying the measure on the basis of the precautionary principle (see Communication of the Commission on the precautionary principle ). However the following criteria for the application of this principle are not met by the proposed restriction : proportionality, examination of cost (incomplete, see reporting obligation below) and benefits (not adequately demonstrated), subject to review taking into account new scientific knowledge ( the restriction is not temporary).
II.	Re: Paragraph 7 and 8: Reporting (and labelling) requirement
1.	Raw materials used  to produce plastics articles and their supply chain should clearly be indicated as out of the scope of the restriction
 Taking into account the current definition of microplastics any uses of plastics pellets or powder used to produce polymers, masterbatches, compounds or plastics articles would be considered a use of microplastics at industrial sites. This use is still allowed at industrial sites (art. 4a) but labelling and reporting requirements would apply. This would affect around 50,000 companies, mainly SMEs. 
It is our view that this measure is not appropriate nor proportionate for plastics pellets, powders , masterbatches, compounds and regranulates eventually used in the production of plastics articles. We therefore call for these uses to be exempted from the restriction labelling and reporting requirements.
Alternatively, companies should take precautionary measures to prevent the release of microplastics and report the implemented measures. The latter is actually more pragmatic. Rather than focusing on measuring very low and  difficult to evaluate release, the focus should be put on preventing releases. Informing Authorities on this process would enable them to decide if further action is needed.
2.	Definition of microplastics and feasibility of quantifying particle dimension of 1 nm:
Microplastics are defined as solid polymer particles with all dimensions 1 nm ≤ x ≤ 5 mm which covers not only micro but also nano range of particle. Although this includes a wide range of polymer particle sizes, there is no internationally accepted definition on the size limits for microplastics. Different size ranges are set by different groups and the lower size limit is more debated and in many studies the decision has been pragmatic and simply determined by the sampling device being used. With regards to the reporting requirement, this definition is confusing since quantifying nano-sized microplastics would not be feasible even with currently available technologies which allows identification and quantification of microplastics larger than 10-20 µm.  Further, for the very controlled environment such as cleanroom the international ISO 14644 standard includes guidelines and limit value for contamination control in cleanrooms. Even the highest level of cleanroom standards, maximum concentrations are defined only for aerosol particles with diameter between 0.1 and 5 µm while nanoparticles are not regulated by the cleanroom standards. It is not feasible for most of 50,000 companies who would not even need a cleanroom to put such nanoparticles under their control.
3.	The proposed measure is disproportionate in view of the impact on environment and human health of microplastics compared to other substances. No consideration on the impact of the measure is considered in the dossier
The restriction proposal does not identify a hazardous potential specific to the microplastics themselves (to the exclusion of additives which should be assessed individually). Likewise, the restriction concludes that ingestion of microplastics does not significantly enhance bioaccumulation of POPs relevant to other types of particulates present in the environment based on the current scientific consensus. 
Actually, most of microplastics used at industrial sites (e.g. polymer pellets) are classified as not hazardous and safety communication such as the provision of Safety Data Sheet  and labelling are not even required. Since impact on environment and human health are not clearly identified, a reporting requirement which is similar to the notification requirement for Annex XIV substance for an Authorised use is very far-reaching requirement for more than 50,000 plastics related companies which are using pellets at their site. 
If reports from companies are considered to be necessary, its administrative burden and financial impact especially on small to medium size companies should be analysed in order to minimise the impact. This is not considered at all in the restriction dossier. 
III.	RE : Paragraph 8, Reporting requirement, a) identity of the polymer used in the previous year
The restriction dossier does not justify why this information is required. For the sake of simplicity we would suggest to remove this §.
IV.	Re: Paragraph 8, Reporting requirement, b) description of the use of the microplastics
Some guidance should be provided here. The Use of the microplastics should be described as “Use at industrial sites”, more details would create issues related to confidential business information
V.	Re: Paragraph 8: Reporting requirement, c) quantity of microplastics placed on the market the previous year
We question the proportionality of this measure for plastics pellets. This equates to the whole industry reporting what it produces. This raises issue of Confidentiality of Business Information. At the minimum tonnage bands should be foreseen. 
VI.	Re: Paragraph 8: Reporting requirement, d) the quantity of microplastics released to the environment, either estimated or measured in the previous year.
A more detailed analysis is provided under question 5. Based on a survey across its members, it is EuPC view that the reporting requirement on pellet loss cannot bring meaningful results as long as a methodology for reporting is not defined. Taking into account the low levels of plastics losses compared to the overall production any reporting is likely to be well below error margins providing no useful information on actual losses during the use of pellets at individual sites. On the other hand, the additional cost for industry is estimated at 0.5-1 billion €/year if the measurement option is chosen(50,000 companies time an average cost of 10,000-20,000 €/year/company). This cost is clearly disproportionate in view of the usefulness of the information gathered, which if it follows the requirements of the restriction might well lead to knowing not more than what is known today.


	
	
	Answer to specific info request 5:
Re: Paragraph 8: Reporting requirement, d) the quantity of microplastics released to the environment, either estimated or measured in the previous year.
Based on a survey across its members, it is EuPC view that the reporting requirement on pellet loss cannot bring meaningful results as long as a methodology for reporting is not defined. Taking into account the low levels of plastics losses compared to the overall production any reporting is likely to be well below error margins providing no useful information on actual losses during the use of pellets at individual sites. On the other hand, the additional cost for industry is estimated at 0.5-1 billion €/year if the measurement option is chosen(50,000 companies time an average cost of 10,000-20,000 €/year/company). This cost is clearly disproportionate in view of the usefulness of the information gathered, which if it follows the requirements of the restriction might well lead to knowing not more than the current knowledge. The result of the EuPC investigation are summarized here below.
1.	Will the information gathered be reliable and useful? Are there alternatives?
The proposal does not include a methodology to estimate/measure quantity of microplastics released to the environment. Without a standardized methodology, defined order of magnitude of released quantity (e.g. report order of 0.001 kg or 10 kg) and definition of “no release”, the volumes reported by  companies would not reflect actual release of microplastics to the environment ranging at best from incomplete assessment based on heterogeneous method to guesstimates, none of which will give a clearer picture of releases of pellets during use.
Before imposing an obligation to quantify the release of microplastics from industrial facilities, a reliable and standard method should be established first and in a second step a socio-economic analysis of the proportionality of such reporting based on the developed method. 
In the meantime or alternatively, companies should take precautionary measures to prevent the release of microplastics and report the implemented measures. The later is actually more pragmatic. Rather than focusing on measuring very low difficult to evaluate release, the focus should be put on preventing releases. Informing Authorities on this process would enable them to decide if further action is needed. 
2.	Background : potential methods to estimate/monitor releases, reliability  and associated costs
There are several known methods to estimate or measure the release however, as described in the following sections those methods would not reflect actual release of microplastics to the environment or not feasible to carry out. 
a.	Review of Feasibility of mass balance calculation: 
Mass balance calculation (e.g. resource efficiency calculation) is not a reliable method to obtain released quantity of microplastics since: 1) the amount of release such as spill is usually much lower than the allowed margin of error during the weighting of the plastic material. If companies report outcome of such mass balance, it will deliver errors in weight calculation which could be influenced by many factors but will not derive actual release of microplastics into the environment, 2) Further, according to the survey conducted for the impacted sectors, companies responded that they are not able to determine loss to environmental based on their resource efficiency calculation since loss in production and loss as waste are not differentiated.  
There is also a study conducted by Nova institute (2014) which estimates a loss rate between 0.1-1% of total European plastics production. However, this is derived based as resource efficiency in production and it would include some forms of process waste such as offcuts. While resources efficiency may not account pellet loss quantity, if companies refer the loss rate as their release rate it would be an overestimation of the release to the environment. 
b.	Feasibility of measuring release to the environment and socio-economic analysis:
As reported above, quantification of nano-sized particles is technically not feasible. Further, to measure the release of more than 10-20 µm range of particles from industrial sites which could occur in long term in small quantity, identification of released pathway (air, soil and water) and sampling of released particles would be necessary to estimate the rate of the release. There are some studies related to methods of capturing microplastics in the environment but those are not established as practically applicable methods at industrial sites yet. 
Whilst losses to water may in certain cases be monitored there are many other potential emission points.
By interviewing an internationally recognized laboratory, the very rough estimation cost of investigation of considerable method covering release pathway via air, soil and water for one sequence of sampling is minimum > 5,000 € per facility. E.g. microplastics analysis cost could be around 800 EUR per environment sample if SEM and FTIR imaging instrument (for polymer identification) are used. Based on typical cost for asbestos and soil investigation, labour cost for sampling could be estimated as > 3,000 € per facility. 
There are many factors to increase the cost such as number of release pathways, sampling frequency and sampling quantities that overall cost can be e.g. 5,000 to 100,000 €. Financial impact especially on small companies could be considered to be critical even by considering 5,000 €/facility. However, the financial impact of measurement cost is not included in the socio-economic analysis and this should be analysed in advance to establish any standardized method. For the purpose of estimating the cost we selected cost towards the lower end of the range at 10,000 -20,000 €/year/company.
c.	Referring to available studies for the release rate:
According to the survey within the EuPC membership regarding the reporting requirement, some companies responded that they would refer an available study to estimate released quantity. However applying any emissions rate from available studies would not estimate actual release quantity as described in the following. And if this method would be practical, there is no need of reporting from companies since volume of polymers used among the European market is generally available.  
According to the Eunomia study (Hann et al., 2018), Mepex (2014) and Danish EPA (2015) studies represent the most reliable estimates of release of microplastics to date. Mepex studies estimates 0.09% of total plastics productions (0.05% from transport and 0.04% from processors). The transport etimation (0.05%) is based on the OECD emission factor which is based on the wost case scenario for dust generation from solid powders in general but the solid powders would not necessary cover different kind and size of polymers. The estimate from processor (0.04%) is based on emission from a single Norwegian polystyrene plant. Danish EPA study estimates on average 0.01% of raw material consumption at plastics facilities and maximum 0.0013% of raw material consumption for processors that have joined OCS as the spill rate. Those estimate is based on the survey conducted at 8 companies however, the resported spill rate could include solid and liquid waste and not clear if it represents pure release of micprolastics. 
As described above and in the Eunomia study, those studies are based on limited evidence and have limited application and therefore, referring the study will not represent actual release of microplastics. Many factors such as facility design, type of materials used, implementation of measures and providing of trainings to facility operators would make difference to the release rate. Further, when release into aquatic environment is the concern, geographical settings should be also accounted. 
It may also be questioned to which extent it is useful having thousands of companies referring to a study already known by Echa…
Ref: Hann et al., 2018: http://ec.europa.eu/environment/marine/good-environmental-status/descriptor-10/pdf/microplastics_final_report_v5_full.pdf
3.	Reporting frequency: 
As described above if reporting is required for every year, measurement cost per facility will cause huge impact especially on small and medium sized converting companies who are the majority of more than 50,000 plastics related companies in Europe even if we consider the minimum cost of 5000 €/measurement campaign. Socio-economic analysis should be carried out first and depending on identified financial impact, a lower frequency of reporting requirement should be considered for medium to small companies.  


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2179
	Date: 2019/05/20 18:15

Content:
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Netherlands

Company name confidential: Yes 
 
	Comment:
We believe that Microplastics which are ‘fully consumed’ during their use and therefore cannot be intentionally released to the environment should be exempted from labelling and reporting requirements.  Our comment mainly concerns to the Subgroup A defined as:
Subgroup A: coated raw materials, pre-production pellets and masterbatches, currently included under derogation “5(b)”. 
Language in derogation 5b refers to Substances or mixtures containing microplastic where the physical properties of the microplastic are permanently modified when the substance or mixture is used such that the polymers no longer fulfil the meaning of a microplastic. As the proposed restriction is focused on the uncontrolled release of microplastic particles into the environment, we request polymers under 5b and belonging to the subgroup A to be exempted from the labelling and reporting requirements. 
Labelling 
For cases where the microplastics are already handled or disposed appropriately there should be no need for additional controls measures such as additional obligatory labelling.
 
•	It is well-known that substances falling under the subgroup A, will cease to be microplastics, once they are used in downstream plants and any release that could be associated with these types of microplastics would be purely accidental.
•	Accidental releases of substances under subgroup A are well controlled and already regulated. Emissions to air are controlled under the Ambient Air Quality Directive and the Industrial Emissions Directive, wastewater emissions are controlled under the Wastewater Treatment Directive and solid waste emissions under the EU waste legislation. 
•	Major plastic resin producers including our company have already committed to reduce significant pellet losses occurring during the transportation and handling of resin pellets under Operation Clean Sweep® which involves voluntary labelling and this is also recognized in the “European Strategy for Plastics in a circular economy”.
•	For the substances included under Subgroup A, instructions regarding handling and safe-disposal are clearly included in the product specific safety data sheets. 
In conclusion these mitigation measures are adequate to inform the user about the risk to environment from accidental releases and any further labelling requirements under this restriction is superfluous.  
 Cost of Labelling
ECHA’s assumption that cost of labelling is “negligible” is incorrect since pre-production pellets are not classified today according to CLP – so this new requirement will require creation of SDSs and/or re-design the packaging to incorporate labelling. Since the incremental administrative burdens of labelling are unknown at this stage, it cannot be concluded as “negligible”. The administrative cost of labelling could be significant if this needs to be applied on individual packaging modes of all shapes/sizes and in different languages. A more fundamental question is, “why should companies placing microplastics belonging to the Subgroup A be asked to comply with burdensome regulations without providing a clear justification of the benefits behind the requirements?    
Reporting
Compared to labelling, these requirements for importers and downstream users are more disconcerting. The proposed reporting requirements on identification of polymers, uses, quantity used and released to the environment are redundant for intent of this Restriction.     
•	Identification of microplastics would involve in many cases disclosure of proprietary information which needs to be safeguarded via a construction of confidentially agreements. This would create significant administrative burden throughout the supply chain without proportional added value. 
•	The uses of Microplastics involved in the subgroup A are already well known to Regulatory bodies as what matters most for this restriction is the use as in 5(b) - where the physical properties of the microplastic are permanently modified when the substance or mixture is used such that the polymers no longer fulfil the meaning of a microplastic. It is not clear why the current know-how is not adequate and what additional reports are required to cover the gap. 
•	Reporting of quantities on an annual basis would result in double and triple counting if company M produces masterbatch, then ships to company P which transforms it into a final product or pellets, which is then sold to company C to be transformed into a final product. In this case, companies M, P and C would have to report. Supply chains could be longer than this, with materials being shipped in and out of the EU throughout the value chain.  
•	Reporting of volumes that may potentially be released into the environment, based on estimation vs. measured data, would result in data that is not harmonized. Analytical methods for detecting microplastics in products and measure spillage are yet to be agreed. A standardization effort for detecting microplastics is still under development and thus not available for industry at this stage.
•	It is impossible to identify, quantify and report on nano-forms of microplastics.
•	Proposed reporting of polymers volumes as such would be not in line with REACH where reporting is done based on chemical substance level under REACH.
•	Disclosing the quantity of microplastics needs to fully comply with EU competition law and requires the necessary confidentiality safeguards. 
Conclusion
Polymers that are transformed along the production process and no longer appear in the form of microplastics in the final product (article) intended for downstream uses, should be exempt from the reporting and labelling obligations (e.g. raw materials, including pellets, masterbatches, additives). 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2180
	Date: 2019/05/20 18:21

Content:
Scope or restriction option analysis;
Information on alternatives;
Information on costs;
Other socio economic analysis (SEA) issues;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Polish Association of Cosmetic and Detergent Industry

Org. country: Poland

Attachment:



 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2181
	Date: 2019/05/20 18:29

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Baseline;
Description of analytical methods;
Information on alternatives;
Information on costs;
Information on benefits;
Other socio economic analysis (SEA) issues;
Transit

Type: BehalfOfAnOrganisation

Org. type: Other contributor

Org. name: Svensk Däckåtervinning AB

Org. country: Sweden

Attachment:

<redacted>
 
	Comment:
-


	
	
	Answer to specific info request 2:
See attachment


	
	
	Answer to specific info request 5:
See attachment

	
	
	Answer to specific info request 6:
Our response covers Styrene Butadiene Rubber (SBR)


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 18:28

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Dow

Org. country: Switzerland

Attachment:

<redacted>

Privacy comment: commercial interests of a natural or legal person, including
intellectual property (confidential information on commercial impacts and trade names)
	Comment:
See confidential attachment.


	
	
	Answer to specific info request 1:
See confidential attachment.

	
	
	Answer to specific info request 3:
See confidential attachment.

	
	
	Answer to specific info request 4:
See confidential attachment.

	
	
	Answer to specific info request 5:
See confidential attachment.

	
	
	Answer to specific info request 6:
See confidential attachment.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 18:28

Content:
Hazard or exposure;
Environmental emissions;
Baseline;
Description of analytical methods;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Clariant

Org. country: Germany

Attachment:



 
	Comment:
Please see enclosed file


	
	
	Answer to specific info request 1:
Please see enclosed file

	
	
	Answer to specific info request 5:
Please see enclosed file

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 18:29

Content:
Hazard or exposure;
Environmental emissions;
Baseline;
Description of analytical methods;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Clariant

Org. country: Germany
 
	Comment:
Please see enclosed file


	
	
	Answer to specific info request 1:
Please see enclosed file

	
	
	Answer to specific info request 5:
Please see enclosed file

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 18:47

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Sweden

Company name confidential: Yes 

Attachment:

<redacted>

Privacy comment: Contains commercial information
	Comment:
-


	
	
	Answer to specific info request 5:
Key asks:
With the current proposal, water soluble polymers are subject to the restriction as they are not covered by a general derogation, as (bio)degradable polymers are. 
Since the scope of the derogations leaves room for interpretation one possible outcome could be that water soluble polymers would have to be phased out, as it is unclear at this stage whether dissolved water soluble polymers would be considered as particles or not. 
This does not follow the logic of the initial call by the EU Commission for a restriction (“Prepare an Annex XV dossier in view of a possible restriction of synthetic water-insoluble polymers of 5mm or less in any dimension (i.e. microplastic particles)”) and should be revised. 
Information on socio economic aspects: 
Water soluble polymers are used in pesticide formulations (Agrochemicals). Their function is to act as dispersants, suspension concentrates and granular formulations of pesticides. In summary, their aim is to help keeping the formulations stable (prevent settling and crystallization), as concentrates or homogeneous when diluted before use.  Water soluble polymer are also used in cleaning and water treatment applications  where they provide scale inhibition and deposition control in hard surface cleaning e.g. ADW (Automatic dishwasher), car wash. See more information in confidential section. 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 18:54

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Baseline;
Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: PlasticsEurope

Org. country: Belgium

Privacy comment: the protection of our commercial interests, including intellectual property, would be undermined
	Comment:
PlasticsEurope is the leading pan-European association representing a network of plastics manufacturers. We represent more than 100 member companies, producing over 90% of all polymers across the EU28 member states plus Norway, Switzerland and Turkey. The European plastics industry already makes a significant contribution to the welfare in Europe by enabling innovation, creating quality of life to citizens and facilitating resource efficiency and climate protection. Whatever its origin, plastic waste in any environment is unacceptable, and the plastic industry is fully committed to find solutions to plastic pollution and continuing global collaborative partnerships to tackle the problem at source. For more information, visit the Marine Litter Solutions, the Operation Clean Sweep® and the Alliance to End Plastic Waste websites. PlasticsEurope is also a member of the CEFIC-led Microplastics platform.
We agree that the REACH regulation is an appropriate regulatory tool to address risk related to chemicals EU-wide. However, we believe that the current Annex XV proposal for a restriction on intentionally added microplastics does not meet the REACH regulation requirements, and as a result would not meet the intended objective. Therefore, it cannot be supported by industry for the following reasons:
•	By assessing a group of substances identified generically, the Annex XV restriction proposal goes against the provisions of the REACH Regulation;
•	This general assessment makes it extremely difficult to understand, interpret and enforce the restriction, and put large administrative burden on the industry;
•	The restriction does not provide the defining element of risk – an identified hazard – and therefore bases the provision on risk posed by the “extreme persistency of polymers”;
•	Since a hazard or a risk posed by microplastics has not been identified in accordance with the rules of the REACH Regulation, the proposed measures cannot be considered appropriate and proportional to an objective that is legitimate under the REACH Regulation;
•	The scientific evidence provided to substantiate the proposed restrictions does not meet the standards required on the application of the precautionary principles.
As indicated in ECHA’s restriction report, microplastics are of concern because of their potential environmental and health risks posed by their presence in the environment. Therefore, microplastics where the physical properties are permanently modified during the use or manufacturing process should not be covered under any REACH restriction, as these uses will not pose a risk to the environment or human health. In Europe, approximately 80 percent of plastic raw materials are in the form of round to oval granules of approximately 2-5 mm in diameter, called pellets. During their conversion into final products, plastics pellets are transformed by e.g. molding, melting etc. which modifies their physical properties and they do not retain their size and shape. As plastics pellets will no longer be present after their conversion into final articles they are not intentionally released during or after product use.
Plastics raw materials containment is at the core of the plastics industry commitment towards zero pellet loss in the environment. For this reason, PlasticsEurope joined the Operation Clean Sweep® (OCS) programme  in 2015 to align and concentrate all industry efforts globally under a common approach to prevent pellet loss.
In order to further accelerate and strengthen the OCS programme, PlasticsEurope has committed to the development of an OCS certification scheme with third party auditing . The OCS certification scheme enables the plastics industry and all value chain handlers of pellets to transparently and jointly demonstrate its efforts towards zero pellet loss into the environment. PlasticsEurope believes that this approach is the most effective and efficient approach to achieve zero plastic pellets loss. This is also fully in line with future measures and actions to curb microplastics pollution proposed in the EU Plastic Strategy which was published in 2018 − development of measures to reduce plastic pellet spillage (e.g. certification scheme along the plastic supply chain and/or Best Available Techniques reference document under the Industrial Emissions Directive. The OCS certification scheme sets common requirements (based on the six pillars of the OCS pledge) that will be audited regularly by accredited third parties. For producers of plastics raw materials and, if relevant, other parts of the value chain, these requirements will be introduced in existing environmental or quality management systems. PlasticsEurope is currently consulting the plastics value chain on the development of the OCS certification scheme.
OCS is also one of the top priorities in PlasticsEurope 2030 Voluntary Commitment which was published in 2018. This places PlasticsEurope in a strong leadership position to continuously improve the programme, extend its implementation to the whole plastic value chain and increase transparency in its efforts to externally communicate efforts of its members in tackling pellet loss.
In practice, PlasticsEurope OCS commitments include the following:
•	End of 2019, to develop a common self-assessment tool to help members improve in implementing pellet containment best-practices,
•	By 2030, to engage with all major European ports. Three major EU ports have already signed,
•	End of 2018, to develop a transparent, harmonised monitoring scheme for the collection of relevant and comparable information from all signed members to measure progress.
PlasticsEurope also publishes annually an OCS report which provides an overview of OCS implementation in Europe by PlasticsEurope member companies.
With the significant progress that has been achieved in strengthening and accelerating the uptake of OCS across the value chain above in mind, and because pellets are industrially transformed into plastic items and do not retain their shape and size in the final product, PlasticsEurope strongly advocates that plastics raw materials such as pellets should not be regulated under the proposed REACH restriction for intentionally added microplastics. We are therefore calling for a full exemption i.e. exclusion, from the current Annex XV proposal for a restriction on intentionally added microplastics for plastics raw materials since these will be covered more adequately by the OCS certification scheme which is currently under development.
We believe that the scope of the proposed definition of microplastics is ambiguous and much broader than the current common understanding of the term ’microplastic’. In practice, applying the proposed definition would mean that almost any particle would be considered a microplastic and subject to either a ban or reporting and labelling. For example, any product commercialised as powder, if treated with a polymeric substance will be falling under the microplastic definition. This would result in reporting throughout the supply chain leading to volumes being reported multiple times.
Finally, in its proposed definition of ‘polymer-containing particle’ ECHA includes particles that contain >1% w/w polymer. This would potentially include some powders in which dustiness is reduced by using small amount of polymers to minimize environmental losses, prevent potential inhalation issues and explosion risk. Such mixtures have not been adequately addressed during the call for evidence since not foreseen as being microplastics.  Such a low % may lead to riskier situations where to avoid being under the scope of the restriction some operators may be tempted to reduce the concentration of these compacted agents below the 1% w/w limit. In order to prevent such situations, we propose to increase the limit of the % w/w polymer. The exact limit should be based on an assessment of the critical concentration to avoid regrettable technical evolution only driven by the scope of the restriction.


	
	
	Answer to specific info request 1:
PlasticsEurope is currently assessing the cost impact of the proposed ECHA restriction on intentionally added microplastics on its membership.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2188
	Date: 2019/05/20 19:02

Content:
Hazard or exposure;
Environmental emissions;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: British Coatings Federation

Org. country: United Kingdom

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 3:
Microplastic content 7-10% in water-borne paints, coatings and printing inks using the proposed definition


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2189
	Date: 2019/05/20 19:05

Content:
Hazard or exposure;
Environmental emissions

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Breast Cancer UK

Org. country: United Kingdom
 
	Comment:
Breast Cancer UK is a charity which aims to prevent breast cancer by promoting a healthy lifestyle and reducing public exposure to carcinogenic and other hazardous chemicals in the environment. In particular we are concerned about the potential role of exposures to environmental chemicals in increasing breast cancer risk. We consider microplastics to be potentially harmful to human health and the environment. We believe their presence in the environment may increase breast cancer risk, due to the potential for these particles to release harmful additives and to accumulate and release other substances of concern.
We welcome ECHA’s Annex XV proposal to restrict intentionally added microplastics in consumer and professional products and are grateful for the opportunity to respond to the proposal. Breast Cancer UK supports restricting the use of intentionally added microplastic particles in products of any kind.
We are especially concerned about chemical “additives” present in microplastics (e.g. plasticisers and compounds used in manufacture such as bisphenols), and the potential for microplastics to act as “vectors” for environmental pollutants; these substances may be transferred to marine and other organisms, following ingestion of microplastics (1, 2). Marine species include those regularly consumed by humans, such as mussels and oysters, as well as endangered species such as humpback dolphins (3). Studies have found common persistent organic pollutants can be up to 10 million times higher in plastic pellets than in sea water (4). As well as being potentially detrimental to the health of marine organisms and birds, microplastics and associated environmental pollutants have the potential to be passed up the food chain. A recent study by the European Commission’s Joint Research Centre (5) highlights the presence of micro and nano-plastics in animals and food products and concludes “There is a growing concern about the impact of human activities on the whole life chain, and there is a legitimate concern that the smaller plastic fraction, through bioaccumulation and trophic transfer, may ultimately contaminate the human population”.
Many chemical additives that leach from microplastics, such as bisphenols, heavy metals and phthalates, are endocrine disrupting chemicals (EDCs), which can affect the function of the hormone system. In particular EDCs which act as oestrogen mimics are associated with increased breast cancer risk (6). Endocrine disrupting chemicals may exert their effects at very low doses, and it is becoming increasingly apparent that environmental exposures to mixtures of such chemicals may be especially harmful (7). 
Studies have shown microplastics may enhance toxicity (as well as bioaccumulation) of heavy metals in fish. For example, the presence of microplastics enhanced the toxicity and bioaccumulation of cadmium in zebrafish (8), causing oxidative damage and inflammation. Environmental exposure to cadmium (which is an EDC), is a risk factor for breast cancer (9).
As stated in ECHA’s background document, intentionally added microplastics can be released into the environment during the use of these products (typically via wastewater), potentially contributing to environmental litter and leading to concerns that their use may pose a risk to the environment and/or human health. Recent studies show that microplastics are not removed fully from wastewater treatment plants (WWTPs). The activated sludge process (the most common type of sewage treatment used globally) has a retention capacity of up to around 98-99% (10, 11), with most of the microplastics remaining within the activated sludge solids. Despite this, WWTPs remain point sources for microplastics (and nanoplastics) discharge, due to the high volume of effluent that is released constantly.
Microplastics may have a negative impact on the activated sludge treatment process itself; a recent study found respiration of activated sludge flocs was acutely inhibited by the presence of polystyrene nanoplastics (12), due to a change in composition of the extracellular polymeric substance (EPS) that surrounds activated sludge microorganisms and is integral to floc formation. Such changes will affect sludge settling and reduced respiration will affect the ability of activated sludge microorganisms to biodegrade pollutants. Another concern is the presence of microplastics (containing environmental pollutants) in the activated sludge solids that are removed and used commonly as land fertiliser (following appropriate treatment). One study which examined the fate of polyethylene microbeads from cosmetics using a laboratory scale bioreactor run to simulate an activated sludge WWTP found approximately half the microbeads were captured in the activated sludge (13). Other studies (cited above) suggest that most of the microplastics that enter an activated sludge WWTP will end up in the excess sludge solids.
Reducing significantly microlitter pollution in marine, freshwater and terrestrial environments should be a priority, given the potential harm this type of pollution causes. Although we appreciate microplastics may also arise from degradation of macroplastics, a ban on the use of added microplastics in products of any type would be one step towards reducing environmental pollution.
1. Carbery, M. et al. (2018). Environment International 115:400-409
2. Rochman, C. M. et al. (2013). Scientific Reports 3: 3263.
3. Zhu, J. et al. (2019). Science of the total Environment 659: 649-654.
4. Karlsson, T. M. et al. (2018). Marine Pollution Bulletin 129: 52-60
5. Toussain, B. et al. (2019). Food Additives & Contaminants Part A 36(5): 639-673.
6. Brody et al. (2018). Environmental research 160: 152-182
7. Pastor-Barriuso, R. et al. (2016). Environmental Health Perspectives 124 (10): 1575-1582
8. Lu, K et al. (2018). Chemosphere 202: 514-520.
9. Mezynska, M. and Brzóska, M. M. (2018). Environmental Science and Pollution Research 25: 3211–3232.
10. Lares et al. (2018). Water Research 133: 236-246.
11. Talvitie, J. et al. (2018). Water Research 109: 164-172.
12. Feng, L.-J. et al. (2018). Environmental Pollution 238: 859-865.
13. Kalčíková, G. et al. (2018). Chemosphere 188: 25-31.
Dr Margaret Wexler
Head of Science, Breast Cancer UK
margaret.wexler@breastcanceruk.org.uk


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 19:11

Content:
Scope or restriction option analysis;
Hazard or exposure;
Environmental emissions;
Information on alternatives;
Information on costs;
Information on benefits;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: National NGO

Org. name: Swedish Association of Local Authorities and Regions

Org. country: Sweden

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 1:
Legislation and voluntary standards is practically applicable to the situation where rubber granules is used on artificial turfs. (see separate attachment)


	
	
	Answer to specific info request 2:
2.	The supervision and analyzing costs can get extremely high for the municipalities if granules is not under the scope of this legislation. (see separate attachment)


	
	
	Answer to specific info request 5:
SALAR recommend ECHA to further analyse the market for rubber infill materials in horseback riding ground surfaces.

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 19:16

Content:
Scope or restriction option analysis;
Hazard or exposure;
Description of analytical methods;
Information on benefits

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: American Chemistry Council

Org. country: United States

Attachment:


 
	Comment:
-


	
	
	Answer to specific info request 3:
We have information discussing analytical methods that could be used to detect and quantify MPs in the products above.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 19:20

Content:
Scope or restriction option analysis;
Hazard or exposure;
Information on benefits

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Global Silicones Council

Org. country: United States
 
	Comment:
May 20, 2019
Mr. Bjorn Hansen
Executive Director
European Chemicals Agency
P.O. Box 400
00121 Helsinki
Finland
Re:	Global Silicones Council (GSC) Comments on Proposed EU Microplastics Restriction
Dear Mr. Hansen:
The Global Silicones Council (GSC)  is submitting the attached comments on the proposed EU microplastics restriction on intentionally added microplastics.  The GSC also supports the comments on the proposed restriction submitted by the American Chemistry Council (ACC) and the European Chemical Industry Council (Cefic).  We appreciate your consideration of these comments.
Please feel free to contact me directly at (703) 249-6197 or karluss_thomas@americanchemistry.com, if you have any questions.
Sincerely,
 
Karluss Thomas
Executive Director, GSC
Global Silicones Council (GSC) Comments on Proposed EU Microplastics Restriction
Microplastics should not be considered non-threshold materials for the purposes of risk assessment.
The proposal’s assumption that microplastics should be treated as non-threshold substances for the purposes of risk assessment, is not supported by the information presented in the restriction proposal and is inconsistent with the available science.  To justify assigning a non-threshold status to microplastics for purposes of risk assessment, the proposal argues that an important property of microplastics when considering appropriate risk assessment is their ‘extreme’, arguably permanent, persistence in the environment.  The proposal suggests that 'extreme persistence' creates the potential for a non-reversible pollution stock associated with the potential for environmental and/or human health risks without a full scientific assessment.  The concern with this assumption is that laboratory based assessments of media half-life are not equally predictive for actual environmental persistence for all compounds and do not necessarily consider the range of degradation mechanisms (chemical, ultraviolet, physical, etc.) that could be operative in real-life scenarios.  In addition, environmental persistence is an exposure characteristic, the importance of which is mediated by a number of other considerations including the potential toxicity of the compound under consideration.  Persistence, even extreme persistence, alone is not sufficient to assume an associated hazard without a full evidence based scientific assessment.  There are a number of naturally occurring compounds (e.g., sand, clay, and silt) that are 'extremely persistent’, in the environment, and can exist in the size range that microplastics have been defined in the proposal.  The proposal also provides evidence that contradicts the concept that microplastics should be treated as non-threshold materials as it acknowledges that concentrations of microplastics observed to affect organisms via water in laboratory studies are generally much higher than concentrations measured in the environment.  This demonstrates that the primary factors that will determine the risk associated with microplastics in the environment can be measured, and these materials should not be considered non-threshold substances.  
A risk assessment approach should be used to assess the potential risks associated with microplastics.  
In our view the concerns linked to presence of microplastics in the environment, as detailed in this dossier, are not sufficient to argue that there is a risk.  Hazard and exposure data presented provide evidence that a quantitative risk assessment can be conducted for these materials.  Several of the studies cited in the proposal demonstrate a traditional risk assessment approach for microplastics is warranted.  For example, the Bessing et. al. 2018 study that is referenced in the proposal identifies 168 effect thresholds for aquatic species obtained from 66 studies.  In addition, the Burns and Boxall 2018 study concludes that the comparison of measured environmental concentrations with effects endpoints does not support that microplastics are negatively impacting the health of organisms in the environment. The Burns and Boxall study also found that concentrations of microplastics seen to cause effects on organisms are orders of magnitude higher than concentrations of microplastics measured in the environment.  Another study cited in the proposal, (Lusher et al.) notes that field studies on wild populations document only the ingestion of microplastics, with no evidence of negative health effects in aquatic organisms or at the population/community level.  The proposal accurately concludes that the available literature provides ‘only limited evidence that risks are occurring in the environment, despite ingestion and the presence of microplastics in organisms across different trophic levels’.  This further demonstrates that the societal consequences associated with the proposed restriction, including disruption to global supply chains and deterioration to innovation would be extremely disproportionate relative to the current evidence of harm to the environment provided in the dossier. It is critical that the restriction proposal include only those substances that have been evaluated individually based on their characteristics, uses, potential for environmental releases, and human health and environmental risks.  
The proposed scope of the restriction is too broad and should be narrowed considerably.
The chemical identities of the specific microplastics listed, and their associated hazard characteristics, need to be more explicitly defined in the proposal.  Particle size alone, is insufficient to determine the applicability of the proposed restriction to a specific microplastic given the range of materials in commerce that could fit the proposal’s broad definition.  Further, it is more likely that the chemical characteristics of a compound will drive its toxicological profile and environmental fate rather than just size.
The proposed restriction appears to consider size as the most important factor for the behavior and risk associated with microplastics in the environment.  This presumes that the hazards identified for a specific microplastic would necessarily be similar for all microplastics, and that other considerations, like chemical composition, are of lesser importance.  To determine the hazards for specific microplastics a separate hazard evaluation would need to be conducted for those materials.  The scope of the proposed restriction should be refined to clearly identify the chemical identities and the associated hazards of the specific microplastics included in the proposal to facilitate a proper risk evaluation for each microplastic that is impacted by the restriction proposal.
In addition, many of the complex hazard properties associated with microplastics that are cited in the restriction proposal would be similar for naturally occurring materials that exist in the environment in the size range of microplastics if particle size, persistence, and degradation are the most important determinants for hazard.  The magnitude of the exposure to biota from these naturally occurring materials would be expected to be far greater than exposure to biota from manufactured microplastics.  
Polymers that don’t meet the definition of microplastic should be explicitly excluded from the restriction proposal. 
Film formers and gels should be outside the scope of the restriction dossier. As stated by ECHA, these materials do not satisfy the definition of microplastics since, during their use, the physical properties of these polymers are permanently modified such that the polymers either cease to exist or ‘swell’ in contact with water or a solvent such that they are not solid particles.  To include polymers of this type in the scope of the Annex XV dossier would be inconsistent with the stated goal of the restriction, because the use of these polymers in commerce will not result in the release of microplastics to the environment.  Silicone polymers that are film forming agents (e.g., trimethylsiloxysilicate, soluble polymethylsilsesquioxanes), and gels (e.g., cetearyl dimethicone/vinyl dimethicone crosspolymer) should be removed from the restriction dossier and supporting documents, and labeling and reporting requirements should not be necessary for these materials.  To make it clear that these polymers are not included in the scope of the proposed restriction, the phrase “on end use or disposal” should be added to the definition in Table 3, paragraph 2(a).  Without this important addition, the annex XV proposal would apply to numerous products that effectively cease to exist as a microplastic particle at the point of use. This would result in significant socio-economic costs to commerce, as well administrative burden on ECHA, without an equivalent benefit to human health or the environment.  At a minimum, polymers derogated under paragraphs 5(b) and 5(c) should be exempt from labeling and reporting requirements, as they are transformed during the production process and effectively cease to exist as a microplastic particle at the point of use. As currently proposed, the labelling and reporting requirements for derogations will create a significant burden for industry.
Other silicone polymers that should be excluded from the scope of the restriction include polymethylsilsequioxanes, antifoams such as PDMS treated silica (also referred to as simethicone), and dimethicone silylate (silica dimethicone silyate) . These materials provide invaluable socioeconomic and product performance benefits in commerce and cannot be easily replaced in the applications in which they are used.  These materials are typically used in very small amounts in product formulations and their relative contribution to the environmental release of polymers in the microplastic size range is relatively small. 
 
Polymer containing particles should be better defined in the restriction proposal.  While the restriction proposal under 2. d) (I) uses as a criterion a continuous polymer surface, under 2 d) (II) this criterion is dominated by a more general definition – the 1% polymer criterion.  The criteria for “polymer containing particles” are overly broad, and would likely include a number of materials that would not meet the definition of microplastic.
Liquids should be unambiguously considered outside the scope of the proposed restriction.  Dimethicone (polydimethylsiloxane (PDMS) and amodimethicone are liquids according to the CLP definition and clearly out of scope of the restriction. For clarity with regulated parties, liquids should be identified as outside the scope of the restriction.
Silicone polymers provide immeasurable socioeconomic benefits.  
Silicone polymers are extremely valuable commercial materials socioeconomically.  Silicone polymers contribute greater than $8 billion USD (AMEC Silicone Socioeconomic Study, 2015) in value to the global economy.  The benefits afforded by silicone polymers in Europe in terms of product innovation capability and job creation cannot be understated.  Silicone polymers are used in a number of societally critical applications including transportation, construction, electronics, and health care.  The socioeconomic impacts of the proposed restriction could have implications well beyond Europe due to global supply chains and the impact of the restriction would likely be disproportionate to any benefits.  



	
	
	Answer to specific info request 6:
Soluble polymethylsilsesquioxanes
In response to ECHA’s specific information request, we offer the following information on soluble polymethylsilsesquioxanes.
It is expected that soluble polymethylsilsesquioxanes (dissolved in non-polar solvents) behave in a similar manner to trimethylsiloxysilicate, which is not a particulate form at the point of use nor does the material form particles upon application, and therefore should be out of scope of the microplastic definition.   Furthermore, soluble polymethylsilsesquioxanes are dissolved in solvents during application and do not meet the definition of a particle.  They do not exhibit clear boundaries and are liquids at 20oC at a standard pressure of 101.3 kPa.  Therefore, soluble polymethylsilsesquioxanes are out of scope of the Annex XV proposal and should be removed from the restriction dossier and supporting documentation.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
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Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: AnimalhealthEurope

Org. country: Belgium
 
	Comment:
AnimalhealthEurope position on an EU proposal for restricting Microplastics
1	Background
End of January 2019, ECHA published an Annex XV restriction proposal with regard to intentionally added microplastic in consumer and professional products and its impact on the environment. 
Restrictions are normally applied to limit or ban the manufacture, placing on the market (including imports) or use of a substance, and can impose additional requirements such as technical measures or specific labels. 
ECHA’s definition of microplastic is very broad. Plastic is not defined as such, and ECHA uses the definition of polymers (REACH Art 3.5). The use of synthetic polymers in medicinal products for human and veterinary use is derogated from ban, but intricate labelling and reporting is required.
With this paper, AnimalhealthEurope would like to outline its position on ECHA’s Annex XV proposed restriction of intentional use, reporting and labelling of microplastic and the implication it could have for the pharmaceutical industry. 
2	Impact on the veterinary pharmaceutical industry AnimalhealthEurope Position
ECHA’s proposed definition of microplastic comprises all solid polymers at ambient conditions with a particle size smaller than 5 mm in all dimensions. Not subject to the restriction are naturally occurring, not chemically modified polymers, and (bio)degradable polymers according to interim criteria set out in the Annex XV dossier. 
2.1	Use of Synthetic Polymers in Medicinal Products
ECHA’s broad definition of microplastic puts a significant number of excipients used in the pharmaceutical industry and listed in the European Pharmacopeia into scope of the restriction (e.g. cellulose acetate, hydroxypropylcellulose, polyvinylpolypyrrolidone, hydroxypropylmethylcellulose phthalate, polymethacrylates, polyethylenglycol, and microcrystalline cellulose). Excipients are essential constituents in the formulation of medicinal products. 
The European Pharmacopoeia includes an adopted list of excipients which are approved and safe for use in drug products; these are polymers in many cases. Excipients listed in pharmacopoeias show a good safety profile with regard to human or animal health and are comprehensively tested in accordance with the required safety studies for approval of drug products. 
Furthermore, under European pharmaceutical law, the use of excipients depicted in monograph(s) of the pharmacopoeias, e.g., but not limited to, European Pharmacopoeia, is favoured. The requirements for the submission and approval of drug products are regulated in the EU guidelines and processes overseen by the European Medicines Agency (EMA) and health authorities of the EU member states which include proven safety and efficacy. Formulating a drug product is a complex task in which different factors like drug transport, drug release, uniformity (of content), hardness, and also shelf life have to be considered, as well as patient (human and animal) acceptance. The formulations of certain active pharmaceutical ingredients (API) need compensation of undesired physicochemical properties in order to improve the producibility, pharmacokinetic profile and the therapeutic effect. The use of polymers is very broad in medicinal products as they provide solutions to various API specific properties. There are limited alternatives to exchange polymers as excipients in medicinal products and the alternatives are not suitable for most formulations due to their inability to mimic the specific and necessary properties as outlined above. Therefore, the vast majority of solid oral dosage forms contain polymers. 
Thus, changing the composition and formulation of a drug product once approved is an extremely involved process, in many cases substituting may not be possible due to changes in bioavailability &/or efficacy of the API. However, where changes may be viable extensive studies would be necessary which would take years to perform and may include bioequivalence studies, in addition to approval of variation of one or multiple authorities responsible for drug product approval in respective markets. 
To conclude, AnimalhealthEurope would like to stress that a restriction on the use of polymers will affect most solid form drug products for human or veterinary use, and potentially other dosage forms. This would have severe impact on the availability of drugs in Europe, and patients’ safety. As such, AnimalhealthEurope welcomes the derogation of medicinal products for human and veterinary use from the restriction of intentionally added microplastics.
2.2	Reporting
ECHA´s draft restriction proposal requests reporting of the used excipients, which are considered as microplastics under the ECHA definition. Such reporting is required to be performed on an annual basis and includes: the identity, the use and quantity of the polymer, and the estimated quantity released to the environment. In AnimalhealthEurope point of view, this raises a high bureaucratic burden for the pharmaceutical sector without any benefit to the patient or environment. Volumes of polymeric excipients are expected to remain the same over time due to their importance for e.g. oral dosage forms. Polymers have been essential to the formulation technology of medicinal products for decades. New excipients on the market for tablets are limited and any additions will most likely only have minor structural edits by cross linking of existing polymers or differently modified cellulose backbones but all fall under the broad definition used for microplastics.
2.3	Labelling
According to the EU legislation on medicinal products for Human & Veterinary use - Eudralex, the package leaflet contains a note on disposal of unused medicinal product. This information covers the labelling needs described in ECHA’s restriction proposal. 
AnimalhealthEurope therefore concludes that no revised package leaflet or any other additional labelling of medicinal products is needed.
3	Conclusions
The Pharmaceutical sector uses a variety of synthetic polymers e.g. derivatized celluloses, which would fall under the current very broad definition of microplastics by ECHA. These excipients, which are proven safe and would be difficult to replace, are critical to ensuring the uninterrupted supply of high quality and efficacious medicines of importance to patients. 
We consider it inaccurate to define every polymer with a size < 5 mm as a microplastic. This definition would even include oligonucleotides, polysaccharides and peptides, when being chemically treated during manufacture. Even microcrystalline cellulose, as being chemically treated during the manufacturing process and commonly used in galenics, would fall under the definition of microplastic, while chemically untreated cellulose, also used in galenics, would not fall under this definition. 
The key points and requests AnimalhealthEurope would like to make to ECHA are:
-	We strongly support the derogation of medicinal products from the REACH restriction.
-	We believe the definition of microplastics, whereby it includes common polymeric excipients, would benefit from a refinement of the scope/definition.
-	The requirements for reporting and labelling of medicinal products will entail a high bureaucratic burden for companies without a beneficial impact on society or the environment. To this point we ask that you support our proposal whereby current medicinal product labelling regulations are adequate to meet the requirements of ECHA’s restriction proposal and the medicinal product derogation should extend to reporting requirements.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
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Org. type: Industry or trade association

Org. name: Global Silicones Council

Org. country: United States

Attachment:



 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
Scope or restriction option analysis;
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Information on alternatives;
Information on costs;
Information on benefits;
Other socio economic analysis (SEA) issues

Type: BehalfOfAnOrganisation

Org. type: Other contributor

Org. name: The English Football Association

Org. country: United Kingdom

Attachment:



 
	Comment:
See attached letter


	
	
	Answer to specific info request 2:
See attached letter


	
	
	Answer to specific info request 5:
See attached letter

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 19:40

Content:
Scope or restriction option analysis

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Evonik Industries AG

Org. country: Germany
 
	Comment:
Introduction
Evonik Industries AG would like to express some general comments and concerns relating to the restriction proposal on intentionally added microplastics. We agree that the REACH regulation is an appropriate regulatory tool to address risk related to chemicals EU-wide. However, we believe that the current Annex XV proposal for a restriction on intentionally added microplastics does not meet the REACH regulation requirements, and as a result would not meet the intended objective. 
Our comments on the Annex XV restriction report focus on issues with relevance for the Company Group and its diverse business. In addition subsidiaries of the Group will provide detailed comments and information focusing on products and applications specific to their business as this is the best way to provide ECHA with the information needed. Comments will be provided successively during the commenting phase.
Comments and concerns
1. The public consultation on this proposed restriction officially started on 20/03/2019 and ends on 20/09/2019. It is unclear to us that there is a deadline for verification of the scope and conclusion on hazard in the June meeting of RAC corresponding to a deadline for sending comments on these topics by latest 20th May 2019. All comments that are sent until 20/09/2019 should be taken into consideration by RAC and SEAC.
2. Polymers in general are addressed as a generic group of substances in the draft restriction dossier. According to our understanding of the REACH regulation substances to be restricted have to be identified individually in order to prepare a sound risk assessment. “An Annex XV dossier has to provide sufficient information to support the restriction of all substances covered by the proposal.” (Guidance for the preparation of an Annex XV dossier for restrictions). We acknowledge that there are cases for group-based approaches, e.g. for mercury, chromium and lead compounds and PFOA, its salts and related substances. In these cases a limited amount of substances is grouped and the individual substances have some principal criteria and properties in common. Therefore these examples do not justify the very huge scope of the present restriction proposal on intentionally added microplastics. 
3. Hazards and risks are not clearly identified on a scientific basis. In several parts of the restriction dossier there are comments on the lack of a clear hazard and/or risk, e.g. “incomplete information on the risks arising from exposure to these materials is currently  available…”, “…but only limited evidence that risks are likely to be occurring in the environment;”, “..there is currently insufficient evidence to fully assess these risks.” 
4. The scientific evidence that is compiled in the Annex XV dossier is contradictory and inconsistent and thus does not justify the application of the precautionary principle.
5. The costs of the restriction are indicated to be approximately €9.4 billion. These costs seem to be completely disproportionate to a reduction of approximately 0.2% of the total plastic waste that is disposed without proper control (0.2% in the form of intentionally added microplastics that would fall under the scope of the restriction dossier).
6.  It is not acceptable that a detailed labelling and an extensive annual reporting requirement are to be introduced for all polymer-containing products even if they are exempted from the restriction. Such obligations have to be fulfilled along the supply chain leading to extensive workload. Moreover there is no sufficient legal basis for this.
7. It is stated that polymers shall not be placed on the market as a substance on its own or in a mixture as a microplastic in a concentration equal to or greater than 0.01% w/w. This concentration limit is even lower than 0.1% w/w for PBT and vPvB substances. The justification for lowering the concentration limit to 0.01% w/w seems to be arbitrary. 
8. It is stated that microplastics are considered to be similar to PBT/vPvB substances and that they should be treated as a non-threshold substances for the purpose of risk assessment. The approaches for the risk assessment as described in the draft restriction dossier are solely based on the “extreme” persistence of microplastics. The REACH regulation does not foresee a restriction that is solely based on persistence. The property of extreme persistence does also not justify the use of the “case-by-case”-risk assessment approach since persistence is already covered by the legal text.
9. Within the restriction dossier almost all considerations regarding substance identity and risk evaluation are based on “microplastics.” Microplastics cannot be considered as a substance according to the REACH regulation Art. 3(1). Furthermore the term “microplastics” is not in compliance with the requirements of the Guidance for the preparation of an Annex XV dossier for restrictions, especially Annex I and II, as here detailed information on the identity of a substance are requested. Finally the title of the draft restriction report is mentioning intentionally added microplastics as a substance but in fact the restriction is focusing on polymers as defined under the REACH regulation. But not every polymer is a plastic and not every plastic falls under the definition for polymers under the REACH regulation. Thus the definition and the scope of what is restricted is not clear.
10. The lower limit for polymer-containing particles of 1nm doesn’t seem to be reasonable. This is already the size range of single molecules. According to the current state of technology there are no analytical methods and techniques available that would allow the qualitative and quantitative analysis of particles in this size range. Therefore, it is questionable how the restriction requirements can be enforced.
11. Water-soluble polymers fall under the current definition for microplastics as well as non-water-soluble polymers. Currently there do not exist appropriate analytical methods to determine water-soluble polymers. It is therefore unclear how water-soluble polymers should be monitored regarding the restriction. Furthermore the original request from the European Commission excluded water-soluble polymers explicitly.
Conclusion
According to the above mentioned comments Evonik Industries AG would like to suggest that the restriction dossier as presented should be reviewed and revised.
The following adjustments should be implemented:
- increase of the lower limit up to 1µm
- increase of the concentration limit for polymer containing particles from 1% w/w to a concentration where the polymer content is relevant for the properties of the whole particle
- increase of the concentration limit from 0,01% w/w to 1% w/w
- the requirements of the restriction dossier should be enforceable especially with regards to suitable analytical methods for analysis
- water-soluble polymers should be excluded
In general Evonik Industries AG suggests to include clear indicative uses into the restriction dossier comparable to the concept as it has been presented in the “Note on substance identification and potential scope of a restriction on uses of microplastics” (Version 1 11/07/2018).
Furthermore the restriction dossier should reflect the opinion of the Scientific Advisory Mechanism (SAPEA).


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: Italy

Company name confidential: Yes 

Attachment:

<redacted>

Privacy comment: Information are confidential to protect the know-how of the SME on the market.

	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Date: 2019/05/20 20:03

Content:
Scope or restriction option analysis

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Sport and Play Construction Association

Org. country: United Kingdom

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 2:
See attachment


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Scope or restriction option analysis

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Cefic - Resins Technical Platform (RTP)

Org. country: Belgium

Attachment:



 
	Comment:
All information is included in the attached document


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
Transitional period;Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: <redacted>

Org. country: United Kingdom

Company name confidential: Yes 

Attachment:





	Comment:
Scope or restriction option analysis
This restriction proposal goes beyond the purview provided to ECHA.  The Commission requested ECHA to assess the scientific evidence for taking regulatory action at the EU level on intentionally-added microplastics to products of any kind.  Whereas the Annex XV report outlines a proposal to restrict the placing on the market of polymers.  It is widely accepted that not all polymers are plastics.  The current proposal is far too broad, categorising a broad range of polymers from various applications with different functions, properties and hazard profiles as having the same hazard with little meaningful evidence of any risk that needs to be controlled at a Union wide level.  The broad scope creates ambiguity and could lead to unanticipated regrettable substitutions. 
Proportionality 
The cost to implement the restriction is not proportionate to the amount of plastic waste estimated to be prevented from release into the aquatic environment.  According to the proposal the estimated cost of implementing the restriction would be up to 9.4 billion euros, to tackle an estimated 0.2% of the total contribution of plastic waste.  This is likely to be an under-estimate of the cost as the upstream impact (on raw materials, pre-production pellets, and by-products of the use or production of polymers) has not been considered in the report.  Furthermore, this cost estimate does not consider the socio-economic impacts resulting from the reporting and labelling requirements.
Labelling and Reporting Concerns
The restriction proposal imposes reporting requirements to a very large number of wide-ranging derogated uses.  Confidential information, such as the identity of the polymer(s) used, will have to be distributed along the supply chain to fulfil this requirement.  Disclosure of such information along the supply chain may cause competitive harm.  There are similar concerns regarding labelling, if polymer identity is to be disclosed.   
It would also result in multiple counting of the same microplastics along the supply chain, as illustrated in the graphic below in Figure 1 (see attachment).  This could in turn lead to further risk management measures based on overexaggerated volume information.  There are also concerns that there will be inconsistencies in reporting of volumes that may potentially be released into the environment, if based on estimation vrs. measured data.
Transitional period
Arrangements are foreseen for some sectors to avoid a disproportionate impact. However, these sectors will have to find an alternative before the transition is over or the products will need to be discontinued. 
For the rest, it is the current understanding that any uses not covered by these arrangements will need to comply immediately after entry into force.  As mentioned before, due to the broad and ambiguous scope of the restriction, chances are very high that multiple sectors may not be aware that they will be affected by the restriction as of that date, or may interpret the restriction differently, so that users of the same polymers make different determinations on whether they are in scope.
Request for exemption
Exemptions in paragraph 3 apply to polymers that are biodegradable, therefore “cease to exist”. Language in derogation 5b refers to “Substances or mixtures containing microplastic where the physical properties of the microplastic are permanently modified when the substance or mixture is used such that the polymers no longer fulfil the meaning of a microplastic”.   Since the proposed restriction is focused on the uncontrolled release of microplastic particles into the environment, polymers under 5b should qualify for an exemption in paragraph 3, as they effectively cease to exist as a microplastic particle at the point of use.  So polymers that are transformed along the production process and no longer appear in the form of microplastics in the final product (article) intended for downstream uses, should be exempt from the reporting and labelling obligations (e.g. raw materials, including pellets, masterbatches, additives).


	
	
	Answer to specific info request 3:
The proposed concentration limit of 0.01% is not appropriate as surrogate for "intentionally added."  This is lower than the limit set for substances considered PBT and vPvB. Following ECHAs comments in the restriction proposal that indicate they consider microplastics only persistent, the decision to lower the threshold seems arbitrary and against best practices.

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Merck KGaA

Org. country: Germany

Attachment:



 
	Comment:
-


	
	
	Answer to specific info request 4:
It should be 5a instead of 5b

	
	
	Answer to specific info request 5:
Please refer to the attached document

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Environmental emissions;
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Information on alternatives;
Information on costs;
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Request for exemption

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Band en Milieu (ELT management company NL)

Org. country: Netherlands

Attachment:


 
	Comment:
see attachement


	
	
	Answer to specific info request 2:
see attachement

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Content:
Scope or restriction option analysis;
Hazard or exposure

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: Titanium Dioxide Manufacturers Association (TDMA)

Org. country: Belgium
 
	Comment:
The Titanium Dioxide Manufacturers Association (TDMA) is a sector group of Cefic, which represents the leading producers and suppliers of titanium dioxide in Europe.
Titanium dioxide is implicated in the microplastics restriction proposal as some specific grades of titanium dioxide are organically coated and could be included in the current definition. They are particles between 1nm and 5mm with a polymer surface coating and the polymer content may exceed 1% w/w.
TDMA supports the points made in the Cefic submission including the definition not being substance specific as required by REACH, the overly broad definition, the lack of identified hazard, the unreasonable requirements for reporting outside the scope of the restriction and the overall disproportionate nature of the proposal.
This definition goes well beyond what would commonly be considered a plastic. TDMA believe a definition listing the key plastics found in the environment could be the most effective approach.
TDMA understand that information is important in understanding and managing problems but believes the reporting requirements proposed in the restriction would create bureaucracy without improving the environment.  The difficulties of double counting, unclear definition and measurement will probably result in meaningless data which will bring more confusion than clarity. If this is repeated each year, the data will probably be ignored and will result in reporting for reporting sake, distracting resources from preventing plastics entering the environment.
TDMA supports efforts to reduce plastics entering the environment but believe this restriction could be counterproductive by focusing the resources and attention from the key materials concerned.  This definition would require endless discussion and guidance of whether to be included as well as technical issues such as measurement methods. The most effective regulations are normally clear and simple.  We hope you will take our comments into consideration and remain available for any questions or clarification.
EU Transparency Register n° 64879142323-90
TDMA is a sector group of Cefic


	
	
	Answer to specific info request 6:
Titanium dioxide for UV screening and coloring used in sunscreens and foundations contain at least 1% polymer, a surface treatment agent, to improve their dispersibility in cosmetic formulations.  This could be implicated in the restriction proposal.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Org. country: Sweden

Attachment:



 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Troy Chemical Company BV

Org. country: Netherlands
 
	Comment:
Troy Corporation is a medium sized company, active in Europe for many years, which develops and manufactures performance materials for the adhesives, paints and coatings, metal-working fluid and wood industries. These materials are used and available in over 100 countries to produce high performing, cost-effective, and sustainable products. Troy's objective is to provide superior products and technology for the needs of customers, drawing on knowledge and expertise gained from serving markets worldwide. Troy produces over 400 preservatives, performance additives, and metal carboxylates at modern manufacturing facilities on 3 continents. Troy supports customers with worldwide sales offices, distributors, warehouses, and logistics facilities. 
Troy’s concerns in connection with the proposed restriction on intentionally added microplastics, focuses on two areas of concern. A failure to satisfy the requirements of:
 
•	legal certainty regarding the scope of the restriction; and
•	requirements of Article 68 and 69 of the REACH Regulation in connection with risk assessment in general, and for biocides, in particular.
We reserve the right to comment on other aspects of the proposal later on during the consultation window.
Scope of the Restriction
Restrictions in REACH need to be adopted in respect of a specifically identified substance or group of substances (with a rationale for inclusion of each substance in the group). It is clear that the Annex XV report takes an approach which is goes against the clear language of REACH – by characterising a group of undefined substances i.e. all polymers meeting broad criteria. We note that by defining the scope of the proposed restriction proposal in these terms, all future polymers would appear to fall under this restriction automatically. This open-ended class of substances is used as a marker to restrict substances which might be considered to be similar to each other. Accordingly, the principle of legal certainty, which requires that “EU rules enable those concerned to know precisely the extent of the obligations which are imposed on them and that those persons must be able to ascertain unequivocally what their rights and obligations are and take steps accordingly” seems to have been contravened by the proposed restriction proposal.
Risk Assessment
In the Annex XV dossier proposal, it is recognised that microplastics do not present a hazard that can be identified by reference to recognized hazard categories. In this regard the scope of the Annex XV applies to a class of substances – polymers, defined by their physical form. Physico-chemical characteristics are intrinsic properties of a substance, insofar as they are determined by their chemical identity. Otherwise, the particle form is not an intrinsic property which can trigger classification because of a hazard. Since no hazard recognized by EU legislation can be identified, there can be no assessment of exposure to microplastics, or risks posed by microplastics, according to risk assessment procedure established by EU courts.


	
	
	Answer to specific info request 5:
As regards biocides specifically, we would draw attention to the fact that capsule suspension biocides cannot be placed on the market without a very long and rigorous risk assessment undertaken under the Biocidal products Regulation 528/2012.  While the encapsulate materials are not part of active substances, the evaluation process - in particular the concerns for the environment and human health as assessed under the BPR - is undertaken with proper emphasis on the controlled release based on efficacious low level availability of free biocidal active substance(s) due to encapsulation. All ongoing or approved active substances/biocidal products employing encapsulation technology based on polymeric materials with a physical form that might be considered to meet the microplastics definition of the restriction proposal have been assessed by EU risk assessors.  Therefore, the application of a general claim of unacceptable risk posed by these encapsulated biocides undermines the whole risk assessment process under the BPR. These issues are best addressed under the substance and product specific regime established by the BPR, rather than imposing a blanket ban which ignores the lex specialis regime. The overall environmental benefits of encapsulation are can also be taken into account under the BPR’s assessment.
If, contrary to our view, the encapsulation of biocides would remain within the scope of the microplastics restriction, the transitional period for biocidal applications should be significantly extended to take into consideration the approval/authorisation timelines of biocides in general, which differs significantly from a number of other approval/authorisation regimes for non-biocidal use regimes identified in the scope of the Annex XV dossier.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Privacy comment: see confidentiality statement in the attached document
	Comment:
We fully support the separately filed comments of the European Chemical Industry Council (Cefic) and the American Chemistry Council (ACC).
REACH restriction is an appropriate tool to address risk EU-wide. However, as currently proposed, the annex XV proposal for a restriction on intentionally added microplastics does not follow the requirements in the REACH regulation, does not achieve the intended objective and therefore cannot be supported by industry as such.
Key messages
- The assessment of a group of substances in a generic manner i.e. polymers and polymer-containing particles with very different properties and behaviors is not a suitable basis for the assessment of environmental effects, in particular hazard and risk according to the REACH provisions
- The broad and generic definition makes the restriction extremely difficult to understand, interpret, and ultimately, enforce;
- Since a hazard or a risk posed by microplastics has not been identified in accordance with the rules of the REACH Regulation, the proposed measure cannot be held legitimate under the REACH Regulation;
- The scientific evidence alleged to substantiate the proposed restrictions does not meet the standard of evidence required on the application of the precautionary principle.
- The restriction proposal introduces an extensive set of reporting requirements to a very large number of derogated uses, creating significant additional administrative burden without significant added value.
Drafting a more narrowly tailored, use-and function based definition of microplastics, which is clear that the definition covers only specifically identifiable polymers that appear in the form of intentionally added microplastics during end use, would help to alleviate this concern. The scope could be adjusted as science evolves and adequate alternatives are developed.
Transitional period
Arrangements are foreseen for some sectors to avoid a disproportionate impact. However, these sectors will have to find an alternative before the transition is over or the products will need to be discontinued. The current proposal allocates some time for those sectors to reformulate but does not take into account that developing a new material based on interim criteria as regards to biodegradability will take time and could turn to be extremely uncertain for microplastics manufacturers. We recommend 
- To establish a firm definition of biodegradation criteria for microplastics and set clear standards (not interim);
- To give time to develop safe and performing alternatives to microplastic.
Request for exemption
The whole proposed restriction is based on risks due to the presence of polymers in the environment as microscopic particles. Paragraphs 5(b) propose a derogation for polymers which are not in the form of microscopic particles in the environment, i.e. polymers which do not fulfil the meaning of microplastics. As those polymers do not meet the definition of microplastic anymore, we don’t see the reason why polymers under 5b would not qualify for an exemption in paragraph 3, as they effectively cease to exist as a microplastic particle at the point of use. 


	
	
	Answer to specific info request 1:
1. Regarding the choice of the compartment(s) of concern in section 4 of the interim criteria, it is unclear s if it is mandatory in any case to pass all three criteria for a microplastic to be considered biodegradable, or if passing one criterion in one test compartment (e.g. water) would be sufficient for a microplastic to be considered biodegradable. In particular, for floating microplastics, the sediment compartment sounds irrelevant and should not be tested. It is clear that ISO 18830 and ISO 19679 are not applicable to floating microplastics and were not designed for microplastics. We suggest that degradation testing in sediment should be made optional.
2. In the interim criteria, it is required that the reference material form, size and surface area should be comparable to that of the microplastic on the market. which is in contradiction with both ISO 18830 and 19679 which only allow ashless cellulose filters as a reference material. Ashless cellulose material does not allow testing all kinds of shape, size or surface area, especially when considering for instance microplastic porosity. Using another reference material would clearly be a deviation from these standards. Therefore, these ISO 18830 and 19679 tests are not applicable to any kind of microplastics. Biodegradation testing in sediment should be considered optional and not mandatory since it is expected that adequate reference materials as defined in the restriction dossier will not be available in most cases.
3. The restriction dossier states that “the test material should be comparable to the microplastic on the market in terms of the composition, form, size, and surface area”. Microplastics formulations include numerous possible combinations of a multiplicity of additives.  It would be disproportionate to test all of these combinations. In addition, additives toxicity and biodegradability have generally been well characterized as registered substances under REACh regulation. Moreover, ISO 14851 and 17556 already indicate to test plastic materials preferably without additives. For all these practical and scientific reasons, we argue that the tests should not consider any other constituent than the polymer itself. 
4. OECD 308 and 309 TG are not applicable to solid non-soluble polymers as these guidelines formally state that a material can be tested up to “poor solubility”, which is different from absolute non-solubility. It is clear from their protocol descriptions that a solubilized fraction should be tested, with the help of a polar solvent if needed. It is even more clear in OECD TG 309 which explicitly requires a minimum solubility of 1 µg/L while most if not all polymers addressed in this restriction are by definition absolutely non-soluble.
5. OECD 307, 308 and 309 TG often need radiolabeled materials. Is polymer radiolabeling easily technically feasible? How would we demonstrate that it is the same polymer as the manufactured material? In addition, radiolabeling would prevent from testing polymers with their additives. From our point of view, even if we were to consider these tests applicable to absolutely not soluble material (which is formally denied by OECD 308 and 309 TG), these tests seem really difficult to put into practice and a proof of concept should be made before considering any regulatory application.
6. Moreover, the appendix X describes criteria for demonstrating (bio)degradation of microplastic but only focuses on biodegradation and excludes important removal mechanisms such as hydrolysis and settling/burial.


	
	
	Answer to specific info request 3:
We are not aware of any application where such a low amount of an insoluble powder exhibits intended technical function. At our best knowledge, applications where microplastics are used, a minimum level of 0.1% is required.


	
	
	Answer to specific info request 5:
The restriction proposal introduces an extensive set of reporting requirements to a very large number of derogated uses, creating significant additional administrative burden without significant added value. 
The effective implementation and enforceability of the reporting requirements in paragraph 8 would represent an insurmountable challenge due to the complex way in which these raw materials move in the supply chain (global supply chains, materials could be moving in and out of countries in various stages of their production). This would also impact the European actors who will no longer be in a level playing field with non EU actors.
According to the text the estimated cost of the implementing the restriction would amount up 9.4 billion euros. This amount does not consider the socio-economic impacts resulting from the reporting and labelling requirements, which are expected to be significant but ECHA has considered negligible.
A wide proportion of microplastics are not classified as hazardous according to CLP criteria. Therefore, their identity is not mentioned in their safety data sheets, in compliance with REACH regulation. Downstream users will therefore not have the necessary information to report identity of the microplastics to ECHA. This will make the proposed restriction very difficult to implement and may increase the time and costs associated with the reporting.
Based on our experience of nano reporting in France, we estimate that for 50 products subject to the reporting requirements sold to 200 customers across Europe, this reporting will represent up to 2 persons-month, depending on the reporting tools and requested information. We consider that the current definition is so broad that the reporting will apply to some thousands of product/customer couples, not to mention that we will be questioned by many of our customers to know if our products meet the definition of microplastics.
It is crucial to note that compliance to labeling (paragraph 7) and reporting (paragraph 8) requirements which apply to polymers derogated under paragraph 5(b & c) will completely depend on the willingness of non-EU suppliers in case of imported products. These non-EU suppliers will have no legal obligation to communicate the necessary information on microplastics according to the REACH restriction to the EU importers, so it can be anticipated that EU importers will not be able to comply with the proposed restriction in those cases and will have to make his own measurement to determine if the supplied product contains particles fulfilling the definition of microplastics.
Clear guidance should be provided on what type of information will be needed to comply with point 7 of the proposed restriction. Indeed, many polymers which meet the definition of microplastics are not classified as hazardous according to the CLP criteria and are therefore not labelled. The proposed labelling requirement will have non-negligible organizational and financial impacts as many plants will need to address, among others, the following aspects:
- Modification of the packaging so that the bags contain the necessary information,
- Addition of the translations in official languages of the Member state(s) where the mixture is placed on the market – while, in many cases, at the time the product is packaged, it is unknown where it will be shipped to,
Plants will therefore have to initiate feasibility studies and then work on their implementation. This will lead to additional costs.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
As an industrial paint manufacturer, <redacted> already have to follow different laws to avoid rejecting waste / microplastics too(air/ water / etc).
This proposal, far from reducing the negative effects of microplastics on the environment, will only increase bureaucracy.
Consumers and craftspeople, who use large shares of building paints, are exempted from the reporting requirementswill. They are the biggest polueurs because they directly reject microplastics in the sewers without preliminary treatment
Moreover the definitions delivered by this text do not correspond to our final product: in a dry paint film  the microplastics are bounded in a matrix and are not easily released from this matrix.
Either the whole supply chain would need to be covered (with a further increase of the workload and costs for the industry), or it would be sufficient to exclusively cover those industries that manufacture microplastics or place them on the market for the first time.


	
	
	Answer to specific info request 3:
a) it's depend on the type of product, for our paint we have a big range depending on the final application. (from an automtive paint to an ink).
But in an industrial paint the microplastics can be release in the Environment. The microplastics are bounded in the paint matix.
b)for paint and ink (industrial)e)the polymer used are microplastic based in the primar form, after curing the microplastics form polymer. The share of binders in the composition varies from 2% (printing inks) over 25% (building paints) to up to 80% (powder coatings, printing inks).
So the definiton for microplastic didn't apply, the Definition has to be improved.
c)Analytic method are only avalaible by the supplier of raw materials, paint manufactuer are not abale to provide such machine.


	
	
	Answer to specific info request 4:
Film-forming function: Polymers according to the definition in table 3 of the proposal are used as binders in many applications, including paints, coatings and printing inks. Binders can be liquid (e.g. oils), semi-solid (e.g. waxes) or solid polymers (e.g. resins). In waterborne products the polymers are dispersed in water while in solvent based products the polymers are dissolved in organic solvents. Binders encase the solid components of paints and varnishes, i.e. pigments and fillers, and form solid polymer-containing particles. Regarding the latter, it remains open whether the proposal applies to dissolved solid polymers (“solid”?).
The function of binders is to serve film formation by binding the components of paints and coatings with each other and with the substrate. Only binders enable film formation in coatings through polymerisation, polycondensation or polyaddition. Film formation, e.g. drying and hardening, brings about a hard and mechanically resistant layer that adheres to the substrate. Through the physico-chemical process of film formation, binders lose the particle property of microplastics according to the definition under 2 and, consequently, fall under the mentioned rule 5.b. Furthermore, these are firmly incorporated in a polymer structure (binder matrix) by curing, so that they are subject to rule 5.c of the restriction proposal.
The share of binders in the composition varies from 2% (printing inks) over 25% (building paints) to up to 80% (powder coatings, printing inks).
Non-film forming function: Small quantities of polymer-based additives (e.g. waxes or spheres) are added to coating materials, in order to improve or modify their properties. Additives for paints and coatings are bound in a polymer structure in curing and fall under rule 5.c of the proposal.


	
	
	Answer to specific info request 6:
The ECHA proposal also ignores the fact that paint manufacturers do not obtain details – e.g. on the identity of the polymers used in pre-products (for example, binders and additives) – from their upstream suppliers. The reason is that otherwise confidential business information would need to be disclosed. However, without such particulars neither the paint manufacturers nor the industrial users can report any information, for instance, about the identity of polymers. Finally, the question arises what sense a reporting requirement would make for the individual polymers


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
Please find herewith including in the attachment below, the Joint Nordic Industry – and Chemicals Federations response to ECHAs public consultation on the proposed restriction on intentionally added plastics, as submitted jointly by IKEM (Innovation and Chemical Industries in Sweden), Kemian Teollisuus (The Chemical Industry Federation of Finland), Norsk Industry (Federation of Norwegian Chemical Industries) and DI (Confederation of Danish Industry).
We the Nordic Industry – and Chemicals Federations share the Commission and ECHAs view that plastic and microplastic releases to the environment need to be addressed and significantly reduced at EU and Global level.
We acknowledge that REACH is an appropriate regulatory tool to mitigate risk EU-wide. However, as currently proposed, the Annex XV proposal for a restriction on intentionally added microplastics is based on a generic and extensive definition of microplastics that covers nearly all polymers and polymer containing particles, in spite of their very different chemical and physical properties. It is also different to other REACH restrictions in that the reasoning is mainly based on precautionary principle. The EU wide unacceptable risk to health or environment is not validated in the same accuracy than is done for substances.
We propose devising a restriction with a narrower, more targeted scope. Specifically, this would mean to assess materials with more comparable properties in their specific applications and derive measures for uses identified as high risk. The scope could be adjusted as science evolves and adequate alternatives are developed. In our view, the risk assessment carried out by ECHA concluding that such an approach would be equal in terms of effectiveness, practicality and monitorability is not adequate.  A revised assessment of a more targeted approach would be very much welcome.
We, as members of Cefic, refer to the Cefic’s general comments and specific messages submitted in response to the public consultation.
Representing a large number of down stream users, we would like to offer some additional comments/ examples relation to the definition and the proposed labelling and reporting requirements in the attachment below.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
GSK is a science-led global healthcare company. We discover, develop and manufacture innovative pharmaceutical medicines, vaccines and consumer healthcare products . Every day, millions of patients and consumers across the world use our products. In 2018, we delivered around 2.3 billion packs of medicine, 770 million vaccine doses and 3.8 billion consumer healthcare products. 
In GSK we continuously strive to reduce the environmental impact of our products and we welcome European efforts to reduce marine plastic litter, as we share public concern about the long-term environmental impact from microplastics.
As stated by the European Commission in the recently published communication on Pharmaceuticals in the Environment , it should be an overriding principle that medicines, medical devices and healthcare products should remain available to patients who need them. Actions to address the problem from microplastics in the environment must not jeopardise access to safe and effective pharmaceutical treatments, medical devices and healthcare products across Europe. We therefore encourage that ECHA takes into consideration the health benefits of potentially impacted products and assess if the recommended actions may in any way compromise access to healthcare products. We welcome the proposed derogation for medicines and would encourage ECHA to consider a similar derogation for medical devices, due to the role medical devices play in disease prevention and in the treatment of medical conditions.
Polymers play an important role in various healthcare products and in many cases alternatives to these polymers may not be available or may not be able to fulfil the safety criteria’s, or the same functions in the product. 
As the EU is the first regulatory body in the world to address all microplastics intentionally added in products, GSK believes it is of critical importance that ECHA’s definition and scope of microplastics is appropriate, that there are alternatives available, and that health benefits and the contribution of these products to public health is taken into consideration. The potential for unintended consequences and adverse impacts on the healthcare of the population across Europe is significant if such an approach is not taken.
Proportionality
According to the European Commission it is estimated that between 75 000 and 300 000 tonnes of microplastics are released into the environment each year in the EU. The largest contributors to microplastic emissions are from the breakdown of bigger plastics, for example car tyres, road marking, plastic pellets and fibres from clothes   . In comparison, according to ECHA, it is estimated that around 270 kg of microplastics is released annually from medical devices.
Eunomia , an independent research organisation focusing on the sources and impacts of waste in the marine environment, has recommended that regulatory actions should address marine litter in the areas where it will be most effective:
“As policy makers, campaigners and the public increase their awareness of this topic, it is important that action to address marine litter is focused in the areas where it will be most effective” .
We would therefore like to stress that health benefits and the contribution of these products to public health must be taken into consideration when regulatory actions to reduce microplastics are being recommended, to avoid unintended consequences and adverse impacts on the healthcare of the population across Europe.
ECHA’s definition of microplastics
ECHA’s proposed definition of microplastics is very broad. Plastic is not defined in the report by ECHA, but ECHA uses the definition of polymers (REACH Art 3.5). ECHA’s proposed definition of microplastic comprises all solid polymers at ambient conditions with a particle size smaller than 5 mm in all dimensions. Not subject to restrictions are polymers which are naturally occurring and not chemically modified, and (bio)degradable polymers according to interim criteria set out in the Annex XV dossier.
The definition proposed by ECHA means that the use of synthetic polymers in medicinal products for human use is derogated from ban, however labelling and reporting is required.
Furthermore, the approach by ECHA with an assessment of a group of substances in a generic manner i.e. polymers with very different properties and behaviours makes the restriction difficult to understand, difficult to interpret, and ultimately it will make it difficult to enforce in a harmonised way across Europe.
 
Medicinal products for human use
We welcome the derogation of medicinal products for human use from the restriction of intentionally added microplastics. 
According to ECHA’s restriction proposal the ‘package leaflet’ of medicines shall contain relevant instruction for use to avoid releases of ‘microplastics’ to the environment, including at waste lifecycle stage. In line with European Pharmaceutical law, medicinal products already have disposal instructions written in the package leaflet. Therefore, we support the position of EFPIA and AESGP that no revised package leaflet or any other additional labelling of medicinal products is needed. We support the ambition of ECHA to raise awareness on how to dispose unused and expired medicines appropriately in Europe, however we do not believe that an additional label requirement may be the most efficient way to achieve this. It is estimated that 5%  or more of pharmaceuticals and healthcare products are not being disposed of properly. Industry has therefore engaged in a campaign called #medsdisposal encouraging proper disposal. 
We would like to stress that the mandatory reporting proposed by ECHA would introduce an extensive set of reporting requirements, creating significant additional administrative burdens. This would be resource intensive and not negligible as considered by ECHA.
Medical devices 
We welcome the derogation of medicinal products for human use from the restriction of intentionally added microplastics, and we encourage that a derogation for medical devices is also considered. Both medicines and medical devices contribute to improved healthcare across Europe. We therefore support the request by MedTech Europe and AESGP to ask for an exemption for medical devices, as this would not significantly impact on ECHA’s overall aim of reducing the release of microplastics to the environment.
Medical devices play an important role in providing healthcare for citizens across Europe. Medical devices cover a very broad field of products, from pacemakers and hospital beds, inhalers for respiratory diseases, autoinjectors, safety syringes and substance-based medical devices. From the impact assessments in both the Annex to the Annex XV Restriction Report and in the Annex XV Restriction Report it does not seem as ECHA has considered the wide range of medical devices, including substance based medical devices. Table 27 in the Annex XV Restriction Report on the impact assessment only refers to industrial and professional application of medical devices such as in hospitals, whereas many other types of medical devices are used daily by patients and consumers in their own homes across Europe to prevent or treat medical conditions. 
Polymers in substance based medical devices are used for various reasons, such as therapeutic reasons and in some cases, polymers play a critical role in the product formulation. When using polymers in healthcare products, they have been assessed by various regulatory bodies as being safe for human use and have in many cases been used in humans for decades, why we would have a good understanding of their safety profiles. For some of the alternatives available, we may not have the same extensive knowledge about their safety profiles when used in healthcare products. 
Substance based medical devices are required to meet high regulatory requirements. Finding alternatives with similar functionalities and safety profiles will be challenging. Furthermore, changing the formulation of medical devices requires efficacy testing and the Medical Device dossier needs to be audited for certification by a Notified Body and potentially a new registration is needed in other parts of the world. This takes time and could potentially lead to supply shortages.
Cosmetic products
In GSK we do not have microbeads of plastic in our products. The European cosmetics industry has voluntarily phased out as much as 97.6% of plastic microbeads used for exfoliating and cleansing purposes in wash-off cosmetic and personal care products. 
Whilst we understand that every action is beneficial to reduce the amount of microplastics entering the environment, studies have estimated potential contribution of the European cosmetics and personal care sector to be between 0.1 % and 2 % . We support the opinion of Cosmetics Europe that leave-on cosmetics, are disproportionately impacted given the high socio-economic impact.
Importantly, many cosmetic products also provide critical public health benefits; for example, daily oral hygiene products to protect against caries and gum disease, sunscreens to prevent skin cancer and anti-dandruff shampoo for those people suffering from dandruff and seborrheic dermatitis. We encourage that ECHA in their impact assessments take into consideration that some cosmetic products are delivering significant public health benefits.
The 5B derogation
This derogation refers to microplastic where the physical properties of the microplastic are permanently modified. We believe this derogation would profit from clearer wording and examples to clarify the interpretation of this derogation, i.e. to derogate polymers that no longer fulfil the meaning of a microplastic given in paragraph 2(a) when entering the aquatic environment, as when in water they can no longer be considered a solid particle. 
Conclusion
GSK welcomes the ambition of the European Union and ECHA to reduce marine plastic litter and microplastics in the environment. As a healthcare company, we believe it is critical that any action taken is proportionate and appropriate, recognising the important role that medicines, medical devices and other healthcare products play in preventing and treating medical conditions. We welcome the proposed derogation for medicines and would encourage ECHA to consider a similar derogation for medical devices, due to the role medical devices play in disease prevention and in the treatment of medical conditions. 
We are available to provide any further information and answer any questions you may have. 


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Org. name: Finnish Association of Construction Product Industries

Org. country: Finland
 
	Comment:
•	We thank Echa for the proposal and share Commissions view that plastic and microplastic releases to the environment need to be prevented. 
•	Microplastic restriction proposal is, however, different to other REACH restrictions in that the reasoning is mainly based on precautionary principle. The EU wide unacceptable risk to health or environment is not validated in the same accuracy than is done for substances.
•	Could there be other approaches to achieve the target? If article 69 of REACH is not followed the restriction may lead to unpredictability of legislation and be precedent for other chemical restrictions without justification for unacceptable risk.  
•	Any measure to prevent the releases of plastic and microplastic to the environment needs to be proportionate with results achieved and costs created. With materials like plastic or polymers the measures should not be tailored against the well functioning material but against the release. 
•	The prevention of the release is the task of the whole supply chain including the end users. To be effective, any measure should be clear with wording and content. Every actor should be able to understand their duties and these need to be enforceable to ensure level playing field for companies.  
•	If REACH restriction is finally chosen to be the instrument to first time tackle the complex issue of plastic and minimise the releases to the environment, we propose that following considerations are taken: 
•	The definition of microplastic should be generally understood. The proposed draft definition is somewhat confusing, as it combines the dimensional definition, polymer content in particles and content of those particles in mixtures and the physical state not well applicable for polymers.  
•	The scope of restriction proposal is very broad, as it covers any use of any material fulfilling the definition. There is the risk, that many applications are banned which do not have potential for releases of microplastics to the environment. 
We propose a step by step approach. 
•	In first phase, the microplastic restriction to cover  microbeads and capsuled fertilizers/plant protection products with appropriate time allowed to move to biodegradable substitutes. 
•	In subsequent phases, conduct further studies and impact assessment for other applications. If these show release potential and unacceptable EU-wide risk from those applications, these are added to the scope of restriction. 
•	Combined with the abovementioned, we support the list of exempted applications in the draft restriction. 
•	The EU manufacturers and importers should be treated equally. The draft restrictions stipulates quite heavy reporting requirements for supply chains in the EU for exempted applications. Articles of polymeric material imported to the EU are produced without these requirements. The annual reporting of products is envisaged to create significant administrative burden with benefits still to be identified. 
Proposal of change on derogations:
5c . Substances or mixtures containing microplastic where the microplastic is permanently incorporated into a solid matrix or encircled by a solid continuous material or structure when used.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2222
	Date: 2019/05/21 00:55

Content:
Scope or restriction option analysis;
Baseline

Type: Individual

Country:
Germany

	Comment:
Dear all,
I would like to hint to 2 inconsistencies
1. Inconsistency in the restriction dossier and the specific information request. In the restriction dossier the proposal for the legal text refers to the polymer mass of microplastics. That is in line with all the calculations e.g. referring to coated fertilizers, where not the mass of the fertilizers but the mass of the polymer was used. But in the information request 3(a)the mass baseline is now changed. Now it refers to "expressed as the w/w concentration of polymer-containing particles". This is not in line with the proposal of the legal text.
2. The proposal does not consider structural interactions, meaning defining the interfaces of a microplastic and an organic tissue. A particle is defined as microplastics when it contains > 1% polymer. That neither regards where the polymer is located, in the center of the particle, homogenously distributed or building phases in the matrix of the particle. Nor does it regard the effective share of those 1% polymer interacting at the surface of the particle as a low molecular polymer of less than 1000 dalton or 1000.000 dalton at the very high molecular end, disregarding any additional functionalities, a topic (Mw & functionalities) which by the way is discussed at the parallel workstream of polymers requiring registration. Those differentiation is already regarded in the food contact regulation for plastics, especially regarding the assessment of polymeric additives. A group approach neglecting all those differences is not justified. No justification for such overwhelming read across is provided.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2223
	Date: 2019/05/21 09:32

Type: BehalfOfAnOrganisation

Org. type: Other contributor

Org. name: Deutscher Landkreistag & Deutscher Städte- und Gemeindebund

Org. country: Germany

Attachment:


 
	Comment:
-


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2224
	Date: 2019/05/21 09:55

Content:
Information on alternatives;
Other socio economic analysis (SEA) issues;
Transitional period

Type: BehalfOfAnOrganisation

Org. type: Industry or trade association

Org. name: CMSSA - Czech Seed Trade Association

Org. country: Czech Republic

Attachment:



 
	Comment:
Detailed input will be provided through the document that is submitted through Section IV.


	
	
	Answer to specific info request 5:
Detailed input will be provided through the document that is submitted through Section IV.

	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.



	2225
	Date: 2019/05/21 10:23

Content:
Information on alternatives

Type: BehalfOfAnOrganisation

Org. type: Company

Org. name: Schmitz Foam Products

Org. country: Netherlands
 
	Comment:
We think that there are enough alternatives for the use of microplastics as an infill for synthetic turf fields.


	
	
	Answer to specific info request 2:
We are a mayor player in the building of sport fields with synthetic turf. We provide shock and drain pads made of recycled PEX foam for about 500 fields per year. We think that there are enough alternatives for the use of SBR or TPE (microplastics) as infill for synthetic tuf sport fields. There are a lot of systems (fields) with natural infills, non infills or sand only infills. We see the industry is clearly moving to less SBR (microplastics) as an infill, and it is possible to make synthetic turf fields with natural infills. (wood chips, cork, etc.) Also it is very easy to reduce microplastics as an infill by using shock pads for sport fields.


	
	
	Dossier submitter response: Thank you for your comment. The Dossier Submitter notes that many of the comments received were similar in nature and concerned a limited number of common themes. Given the large number of comments received, and to improve the clarity of the Dossier Submitter’s responses to them, the Dossier Submitter has prepared a set of general responses to common themes. The response to your comment is addressed in these common themes’ responses.  



	
	
	RAC Rapporteurs comments: Thank you for your comment. The RAC rapporteurs response to your comment can also be found in the general responses to common themes.



	
	
	SEAC Rapporteurs comments: Thank you for your comment. The SEAC rapporteurs response to your comment can also be found in the general responses to common themes.
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Positionen für eine gemeinsame Stellungnahme 
von DOSB und DFB 


im Rahmen der Konsultation zum ECHA-Beschränkungsvorschlag 
„Mikroplastik“ 


Stand: 14. Mai 2019 


 
Der Deutsche Olympische Sportbund e. V. (DOSB) ist die regierungsunabhängige Dach-
organisation des gemeinwohlorientierten Sports in Deutschland. In seinen 101 Mitgliedsor-
ganisationen sind mehr als 27,4 Millionen Mitgliedschaften in knapp 90.000 Sportvereinen 
organisiert. Unter dem Dach des DOSB bildet der Sport die größte Bürgerbewegung 
Deutschlands. Der Deutsche Fußball-Bund e. V. (DFB) ist einer der größten Sportfachver-
bände der Welt. Mehr als 7 Millionen registrierte Mitglieder in knapp 25.000 Vereine und rund 
155.000 Mannschaften nehmen an dem vom DFB und seinen 21 Landes- und fünf Regional-
verbänden organisierten Spielbetrieb teil. Um allen Bürgerinnen und Bürgern den Zugang 
zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvo-
raussetzung – ohne Sportstätten gibt es keinen Sport! 
 
Die Europäische Chemikalienagentur (ECHA) hat am 11. Januar 2019 einen Beschrän-
kungsvorschlag gemäß Anhang XV der REACH-Verordnung (1907/2006/EG) veröffentlicht, 
mit dem das Inverkehrbringen von „bewusst zugesetztem“ Mikroplastik verboten werden 
soll.1 Darunter fällt auch das, als Füllstoff („Infill“) verwendete Kunststoffgranulat für Kunst-
stoffrasensysteme. Das Verbot soll nach derzeitigem Stand bereits 2021 in Kraft treten. 
 
Der gemeinwohlorientierte deutsche Sport, hier vertreten durch den DOSB und DFB, über-
nimmt gesellschaftliche Verantwortung für den Erhalt und die nachhaltige Nutzung der natür-
lichen Lebensgrundlagen. Sie setzen sich deshalb gemeinsam für eine umwelt- und klima-
freundliche sowie ressourcenschonende Sportstättenentwicklung ein. Diese leistet einen 
Beitrag zum integrierten Gewässerschutz nach der EU-Wasserrahmenrichtlinie2,  steht im 
Einklang mit der europäischen Strategie für Kunststoffe in der Kreislaufwirtschaft3 und trägt 
zur Reduzierung der Umweltverschmutzung durch (Mikro-)Plastik bei. Der gemeinwohlorien-
tierte Sport unterstützt deshalb grundsätzlich die Ziele des Beschränkungsvorschlages der 
ECHA. 
 
 


1. Gesellschaftliche Rolle des Sports 
 
Der gemeinwohlorientierte Sport unter dem Dach des DOSB ist die größte zivilgesellschaftli-
che Bewegung in Deutschland und Europa. Er schafft ein strukturiertes, an die gesamte Be-
völkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige 


                                    
1  ECHA, Annex XV Restriction Report – Proposal for a Restriction, März 2019, S. 85. 
2  Richtlinie 2000/60/EG des Europäischen Parlaments und des Rates vom 23. Oktober 2000 zur Schaffung eines 


Ordnungsrahmens  Maßnahmen der Gemeinschaft im Bereich der Wasserpolitik, https://eur-
lex.europa.eu/resource.html?uri=cellar:5c835afb-2ec6-4577-bdf8-756d3d694eeb.0003.02/DOC_1&format=PDF. 


3  Mitteilung der Kommission an das Europäische Parlament, den Rat, den Europäischen Wirtschafts- und Sozi-
alausschuss und den Ausschuss der Regionen: „Eine europäische Strategie für Kunststoffe in der Kreislauf-
wirtschaft“, https://eur-lex.europa.eu/legal-content/DE/TXT/HTML/?uri=CELEX:52018DC0028&from=EN. 
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soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportverei-
ne in Deutschland zählen 10 Millionen Mitgliedschaften im Kinder- und Jugendalter4, allein im 
DFB liegt diese Zahl bei 2,1 Millionen5. Damit sind Sportvereine die wichtigste Anlaufstelle 
für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben 
für die ganzheitliche Persönlichkeitsbildung junger Menschen. 
 
In Deutschland engagieren sich knapp 8 Millionen Bürgerinnen und Bürger freiwillig und eh-
renamtlich im Sport6. Das macht den Sport zum größten Träger bürgerschaftlichen Engage-
ments in Deutschland. Die freiwillig im Sport und für den Sport Engagierten leisten in unter-
schiedlichen Funktionen, z.B. als Vorstandsmitglieder, Abteilungsleiter, Sportwarte, Übungs-
leiter oder einfach nur als Helfer bei Sportveranstaltungen oder Vereinsfesten jährlich insge-
samt etwa 446 Mio. freiwillige, gesellschaftlich bedeutende und nicht entlohnte Arbeitsstun-
den. Durchschnittlich ist jeder Ehrenamtliche im Sport freiwillig 20 Stunden pro Monat im 
Einsatz. Dieser Arbeitsaufwand entspricht einer jährlichen Wertschöpfung und damit einem 
Wohlfahrtsgewinn allein in Deutschland von ca. 6,7 Milliarden Euro7. Vergleichbare Zahlen 
lassen sich auch für die gesamte EU feststellen. In den EU-Mitgliedstaaten engagieren sich 
im Jahre 2010 zwischen 92 und 94 Millionen Menschen freiwillig für Ziele des Gemeinwohls, 
davon die meisten im Sport (ca. 35 bis 40 Prozent aller freiwillig Tätigen in der EU)8.  
 
Durch die Einbindung großer Teile der Bevölkerung in die tägliche Arbeit der Sportvereine 
kann ein umfassendes, breit gefächertes und allgemein zugängliches Angebot an Sportarten 
und Sportausübungsmöglichkeiten für alle Altersgruppen und Bevölkerungsschichten ge-
schaffen und aufrechterhalten werden9.  
 
Dem Sport kommt darüber hinaus eine wichtige Vorbild- und Lehrfunktion im Bereich der 
Integration und demokratischen Grundbildung zu. Allein in den deutschen Sportvereinen 
werden 2,6 Millionen Menschen mit Migrationshintergrund über den Sport gesellschaftlich 
integriert10. Durch die Einbindung in Vereinsstrukturen bieten ihnen zahlreiche Möglichkeiten 
über die reine Ausübung des Sports hinaus. Für das herausragende gesellschaftliche Enga-
gement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergär-
ten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbei-
ten, insbesondere in den Bereichen Ausbildung, Prävention und Gesundheitsförderung.  
 
 


2. Notwendigkeit der Verfügbarkeit von Sportstätten 
 
Um allen Bürgerinnen und Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate 
Sportstätten in ausreichender Anzahl Grundvoraussetzung. Für die Organisation von Sport-
angeboten und die Ausübung der beschriebenen gesellschaftlichen Rollen des Sports sind 
die Vereine weitgehend auf öffentlich finanzierte Sportanlagen angewiesen, stellen aber 


                                    
4  DOSB (2018), Bestandserhebung 2018.  
5  DFB (2018), Mitgliederstatistik 2018. 
6  Breuer / Feiler (2017), Sportentwicklungsbericht 2016/2017, S.30. 
7  Breuer / Mutter (Hrsg.) (2013): Zum Wert des Sports aus ökonomischer Perspektive, S. 82. 
8  Europäische Kommission (2010): Study on volunteering in the European Union, S. 7. 
9  Eurostat (2009): Eurobarometer 334, Sport and physical activity, S. 9. 


Etwa 40 Prozent der Bevölkerung in der EU treiben regelmäßig (mindestens einmal pro Woche) Sport; 
Bundeswirtschaftsministerium (2012): Wirtschaftsfaktor Sport, Monatsbericht 2-2012, S. 2. 
In Deutschland treiben mehr als 50 Prozent der Bevölkerung ab 16 Jahren aktiv Sport. 


10  Breuer / Mutter (Hrsg.) (2013): Zum Wert des Sports aus ökonomischer Perspektive, S. 114. 
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auch durch eigene Investitionen adäquate Sportstätten bereit. Über preislich attraktive Ange-
bote wird der Zugang aller Bevölkerungsgruppen zum Sport gewährleistet11. 
 
Ein für alle zugängliches und umfangreiches Sportangebot ist – vor allen Dingen in Groß-
städten und Ballungsgebieten – nur durch die Verfügbarkeit von ganzjährig nutzbaren Sport-
anlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fuß-
ball, eine wichtige Rolle, da sie eine intensivere Nutzung als Sportrasenplätze oder Tennen-
plätze erlauben. Es ist davon auszugehen, dass allein mit Sportrasenplätzen und Tennen-
plätzen der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Ju-
gendmannschaften, nicht aufrechtzuerhalten ist.  
 
In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb des DFB gemeldete Kunststoff-
rasenplätze12, sowie ca. 1.000 DFB-Minispielfelder. Der DOSB hat Kenntnis von einer gro-
ßen Anzahl weiterer, sportlich genutzter Kunststoffrasenplätze. Eine genaue Quantifizierung 
der in Deutschland von einem möglichen Verbot betroffenen Sportanlagen ist derzeit jedoch  
nicht möglich, da eine belastbare Datengrundlage fehlt.  
 
 


3. Alternative Füllstoffe zu Kunststoffgranulat 
 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alter-
native Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. 
So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork 
verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben 
werden können. 
 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alter-
nativen qualitäts- und kostenmäßig (z.B. hinsichtlich Bespielbarkeit und Lebensdauer) ver-
gleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbarkeit oder 
das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen 
Alternativfüllungen verändert13. 
 
Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alter-
nativer, organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplät-
zen, die ohne Füllstoffe auskommen.  Sowohl eine wissenschaftliche Folgenabschätzung, 
als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind 
eine zentrale Forderung der, von der Thematik betroffenen gemeinnützigen Sportverbände in 
Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunst-
stoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mit-
tel- bis langfristig erarbeitet und bereitgestellt werden können. 
 
 


                                    
11  Breuer / Wicker (2011): Situation der Sportarten in Deutschland, S. 78 und 138. 


Von deutschen Fußballvereinen nutzen fast 73 Prozent (zumeist gegen Zahlung von Nutzungsgebühren oder 
sonstiger Gegenleistungen) kommunale Sportanlagen. Von deutschen Sportvereinen nutzen 89 Prozent (zu-
meist gegen Zahlung von Nutzungsgebühren oder sonstiger Gegenleistungen) kommunale Sportanlagen. 


12  nach Spielbetrieb DFBnet (2018). 
13  vgl. Norwegian Environmental Agency/Plan Miljø (2017): Environmentally friendly substitute products for rubber 


granulates as infill for artificial turf fields.  
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4. Zu erwartende Kosten eines Verbots 
 
Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunst-
stoffrasenplätze von Grund auf erneuert. Hinsichtlich dieser Plätze dürfte eine Umstellung 
auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommu-
nen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei Eintritt des Verbots 
und bei Verwendung alternativer Füllstoffe deutlich höher ausfallen. Laut Berechnungen des 
DFB belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen 
Millionenbetrag. 
 
Zusätzlich zu diesen geplanten Baumaßnahmen würde ein Verbot allerdings auch alle ande-
ren mit Kunststoffgranulat verfüllten Kunststoffrasenplätze betreffen, da Sportanlagenbetrei-
ber nach Inkrafttreten den benötigten Füllstoff nicht mehr akquirieren könnten. Daher würden 
auf die Sportanlagenbetreiber Kosten zukommen, die von diesen nicht budgetiert wurden. 
 
Die Kosten eines Verbotes können aufgrund fehlender bislang unzureichender Kenntnisse 
über geeignete alternative Füllstoffe derzeit nicht seriös beziffert werden. Auf Grundlage ak-
tueller Daten14 zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Aus-
tausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich 
liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen zwingend erforderlich 
sind. 
 
 


5. Notwendigkeit angemessener Übergangsfristen 
 


DOSB und DFB sind sich der globalen und auch nationalen Herausforderung der Umwelt-
verschmutzung durch (Mikro-)Plastik bewusst und möchten als große gesellschaftspolitische 
Akteure einen Beitrag zur signifikanten Reduzierung dieses Problems leisten. Sie unterstüt-
zen deshalb die grundlegenden Ziele des Beschränkungsvorschlages der ECHA. DOSB und 
DFB weisen jedoch darauf hin, dass weder für die Austragsmengen von Füllstoffen noch für 
die Auswirkungen eines Verbots auf die Verfügbarkeit von Sportanlagen ausreichende Da-
tenerhebungen, Risikoanalysen und Folgeabschätzungen vorliegen. Vor einer direkten Be-
schränkung durch die ECHA sollte eine bessere Wissensbasis geschaffen werden. Es bedarf 
in diesem komplexen Bereich weiterer wissenschaftlicher Studien, um Wissenslücken zu 
schließen und um umweltfreundlichere Materialien im Sportplatzbau zu entwickeln sowie 
eine, sich an Nachhaltigkeitskriterien orientierende Gesamtbewertung der bereits existieren-
den Kunststoffrasensysteme zu ermöglichen. 
 
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasen-
systemen direkt bei Inkrafttreten der Beschränkung wäre unverhältnismäßig. Es würde zu 
hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen füh-
ren, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Fi-
nanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszu-
gehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf 
Vereinsebene stellt ein solch außerordentlicher Kostenpunkt ein großes finanzielles Risiko 
dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden kann. 
Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kosten-


                                    
14  Eigene Ermittlungen (stadionwelt.de bzw. sportstaettenrechner.de). 
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streckung erlauben, würde das Breitensportangebot in Deutschland sehr negativ beeinflus-
sen. 
 
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-
Verordnung spricht sich der deutsche Sport daher für eine angemessene Übergangsfrist von 
mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunst-
stoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung 
bestehender Flächen aus. Es bedarf wegen der besonderen gesellschaftlichen Relevanz des 
Sports der Erarbeitung eines gemeinsamen und schrittweisen Ansatzes, um die Verringe-
rung des Austrags von Mikroplastik und das Bedürfnis zur Sportausübung breiter Bevölke-
rungsschichten in Einklang zu bringen. 
 
Gleichzeitig ist sich der gemeinwohlorientierte Sport in Deutschland des Problems Ver-
schmutzung der Umwelt durch Mikroplastik bewusst und unterstützt daher die grundlegen-
den Ziele der EU und der ECHA. DOSB und DFB haben eine gemeinsame Arbeitsgruppe 
gebildet, um u.a. bei Sportvereinen und Kommunen für organisatorische und bauliche Ver-
änderungen zu werben, die notwendig sind, um den Austrag von Mikroplastik von Sportplät-
zen in die Umwelt zu verringern, und sie darüber zu informieren, wie sie in eigener Verant-
wortung den Austrag in ihrem Einflussbereich auch kurzfristig reduzieren können. Gezielte 
Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt be-
reits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaus-
trags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmat-
ten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sport-
plätze (z. B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer 
starken Verringerung des Austrags von Mikroplastik beitragen. Der gemeinnützige Sport in 
Deutschland wird daher unabhängig von der Entscheidung der ECHA über diese Methoden 
informieren und auf ihre Umsetzung hinwirken.  
 
Der Deutsche Olympische Sportbund e. V. (DOSB) und der Deutsche Fußball-
Bund e. V. (DFB) sprechen sich bei der Umsetzung des Beschränkungsvorschlags 
der ECHA gemäß Anhang XV der REACH-Verordnung bezüglich des Inverkehrbrin-
gens von Produkten, denen bewusst Mikroplastik zugesetzt wird,  für eine Über-
gangsfrist von mindestens sechs Jahren für Kunststoffgranulate aus, die als Füllstoff 
in Kunststoffrasensystemen verwendet werden. Zugleich erarbeiten DOSB und DFB 
Handlungsempfehlungen für Sportvereine und Sportanlagenbetreiber, um kurzfristig 
den Austrag von Mikroplastik in die Umwelt zu verringern. 
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Positionen für eine gemeinsame Stellungnahme 
von DOSB und DFB 


im Rahmen der Konsultation zum ECHA-Beschränkungsvorschlag 
„Mikroplastik“ 


Stand: 14. Mai 2019 


 
Der Deutsche Olympische Sportbund e. V. (DOSB) ist die regierungsunabhängige Dach-
organisation des gemeinwohlorientierten Sports in Deutschland. In seinen 101 Mitgliedsor-
ganisationen sind mehr als 27,4 Millionen Mitgliedschaften in knapp 90.000 Sportvereinen 
organisiert. Unter dem Dach des DOSB bildet der Sport die größte Bürgerbewegung 
Deutschlands. Der Deutsche Fußball-Bund e. V. (DFB) ist einer der größten Sportfachver-
bände der Welt. Mehr als 7 Millionen registrierte Mitglieder in knapp 25.000 Vereine und rund 
155.000 Mannschaften nehmen an dem vom DFB und seinen 21 Landes- und fünf Regional-
verbänden organisierten Spielbetrieb teil. Um allen Bürgerinnen und Bürgern den Zugang 
zum Sport zu ermöglichen, sind adäquate Sportstätten in ausreichender Anzahl Grundvo-
raussetzung – ohne Sportstätten gibt es keinen Sport! 
 
Die Europäische Chemikalienagentur (ECHA) hat am 11. Januar 2019 einen Beschrän-
kungsvorschlag gemäß Anhang XV der REACH-Verordnung (1907/2006/EG) veröffentlicht, 
mit dem das Inverkehrbringen von „bewusst zugesetztem“ Mikroplastik verboten werden 
soll.1 Darunter fällt auch das, als Füllstoff („Infill“) verwendete Kunststoffgranulat für Kunst-
stoffrasensysteme. Das Verbot soll nach derzeitigem Stand bereits 2021 in Kraft treten. 
 
Der gemeinwohlorientierte deutsche Sport, hier vertreten durch den DOSB und DFB, über-
nimmt gesellschaftliche Verantwortung für den Erhalt und die nachhaltige Nutzung der natür-
lichen Lebensgrundlagen. Sie setzen sich deshalb gemeinsam für eine umwelt- und klima-
freundliche sowie ressourcenschonende Sportstättenentwicklung ein. Diese leistet einen 
Beitrag zum integrierten Gewässerschutz nach der EU-Wasserrahmenrichtlinie2,  steht im 
Einklang mit der europäischen Strategie für Kunststoffe in der Kreislaufwirtschaft3 und trägt 
zur Reduzierung der Umweltverschmutzung durch (Mikro-)Plastik bei. Der gemeinwohlorien-
tierte Sport unterstützt deshalb grundsätzlich die Ziele des Beschränkungsvorschlages der 
ECHA. 
 
 


1. Gesellschaftliche Rolle des Sports 
 
Der gemeinwohlorientierte Sport unter dem Dach des DOSB ist die größte zivilgesellschaftli-
che Bewegung in Deutschland und Europa. Er schafft ein strukturiertes, an die gesamte Be-
völkerung gerichtetes und für alle offenes Bewegungs- und Sportangebot, durch das wichtige 


                                    
1  ECHA, Annex XV Restriction Report – Proposal for a Restriction, März 2019, S. 85. 
2  Richtlinie 2000/60/EG des Europäischen Parlaments und des Rates vom 23. Oktober 2000 zur Schaffung eines 


Ordnungsrahmens  Maßnahmen der Gemeinschaft im Bereich der Wasserpolitik, https://eur-
lex.europa.eu/resource.html?uri=cellar:5c835afb-2ec6-4577-bdf8-756d3d694eeb.0003.02/DOC_1&format=PDF. 


3  Mitteilung der Kommission an das Europäische Parlament, den Rat, den Europäischen Wirtschafts- und Sozi-
alausschuss und den Ausschuss der Regionen: „Eine europäische Strategie für Kunststoffe in der Kreislauf-
wirtschaft“, https://eur-lex.europa.eu/legal-content/DE/TXT/HTML/?uri=CELEX:52018DC0028&from=EN. 
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soziale und gesundheitsfördernde Funktionen in der Gesellschaft erfüllt werden. Sportverei-
ne in Deutschland zählen 10 Millionen Mitgliedschaften im Kinder- und Jugendalter4, allein im 
DFB liegt diese Zahl bei 2,1 Millionen5. Damit sind Sportvereine die wichtigste Anlaufstelle 
für Kinder und Jugendliche außerhalb der Schule und übernehmen unverzichtbare Aufgaben 
für die ganzheitliche Persönlichkeitsbildung junger Menschen. 
 
In Deutschland engagieren sich knapp 8 Millionen Bürgerinnen und Bürger freiwillig und eh-
renamtlich im Sport6. Das macht den Sport zum größten Träger bürgerschaftlichen Engage-
ments in Deutschland. Die freiwillig im Sport und für den Sport Engagierten leisten in unter-
schiedlichen Funktionen, z.B. als Vorstandsmitglieder, Abteilungsleiter, Sportwarte, Übungs-
leiter oder einfach nur als Helfer bei Sportveranstaltungen oder Vereinsfesten jährlich insge-
samt etwa 446 Mio. freiwillige, gesellschaftlich bedeutende und nicht entlohnte Arbeitsstun-
den. Durchschnittlich ist jeder Ehrenamtliche im Sport freiwillig 20 Stunden pro Monat im 
Einsatz. Dieser Arbeitsaufwand entspricht einer jährlichen Wertschöpfung und damit einem 
Wohlfahrtsgewinn allein in Deutschland von ca. 6,7 Milliarden Euro7. Vergleichbare Zahlen 
lassen sich auch für die gesamte EU feststellen. In den EU-Mitgliedstaaten engagieren sich 
im Jahre 2010 zwischen 92 und 94 Millionen Menschen freiwillig für Ziele des Gemeinwohls, 
davon die meisten im Sport (ca. 35 bis 40 Prozent aller freiwillig Tätigen in der EU)8.  
 
Durch die Einbindung großer Teile der Bevölkerung in die tägliche Arbeit der Sportvereine 
kann ein umfassendes, breit gefächertes und allgemein zugängliches Angebot an Sportarten 
und Sportausübungsmöglichkeiten für alle Altersgruppen und Bevölkerungsschichten ge-
schaffen und aufrechterhalten werden9.  
 
Dem Sport kommt darüber hinaus eine wichtige Vorbild- und Lehrfunktion im Bereich der 
Integration und demokratischen Grundbildung zu. Allein in den deutschen Sportvereinen 
werden 2,6 Millionen Menschen mit Migrationshintergrund über den Sport gesellschaftlich 
integriert10. Durch die Einbindung in Vereinsstrukturen bieten ihnen zahlreiche Möglichkeiten 
über die reine Ausübung des Sports hinaus. Für das herausragende gesellschaftliche Enga-
gement des Sports spricht nicht zuletzt, dass die Sportvereine eng mit Schulen, Kindergär-
ten, Unternehmen, Krankenkassen oder anderen öffentlichen Institutionen zusammenarbei-
ten, insbesondere in den Bereichen Ausbildung, Prävention und Gesundheitsförderung.  
 
 


2. Notwendigkeit der Verfügbarkeit von Sportstätten 
 
Um allen Bürgerinnen und Bürgern den Zugang zum Sport zu ermöglichen, sind adäquate 
Sportstätten in ausreichender Anzahl Grundvoraussetzung. Für die Organisation von Sport-
angeboten und die Ausübung der beschriebenen gesellschaftlichen Rollen des Sports sind 
die Vereine weitgehend auf öffentlich finanzierte Sportanlagen angewiesen, stellen aber 


                                    
4  DOSB (2018), Bestandserhebung 2018.  
5  DFB (2018), Mitgliederstatistik 2018. 
6  Breuer / Feiler (2017), Sportentwicklungsbericht 2016/2017, S.30. 
7  Breuer / Mutter (Hrsg.) (2013): Zum Wert des Sports aus ökonomischer Perspektive, S. 82. 
8  Europäische Kommission (2010): Study on volunteering in the European Union, S. 7. 
9  Eurostat (2009): Eurobarometer 334, Sport and physical activity, S. 9. 


Etwa 40 Prozent der Bevölkerung in der EU treiben regelmäßig (mindestens einmal pro Woche) Sport; 
Bundeswirtschaftsministerium (2012): Wirtschaftsfaktor Sport, Monatsbericht 2-2012, S. 2. 
In Deutschland treiben mehr als 50 Prozent der Bevölkerung ab 16 Jahren aktiv Sport. 


10  Breuer / Mutter (Hrsg.) (2013): Zum Wert des Sports aus ökonomischer Perspektive, S. 114. 
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auch durch eigene Investitionen adäquate Sportstätten bereit. Über preislich attraktive Ange-
bote wird der Zugang aller Bevölkerungsgruppen zum Sport gewährleistet11. 
 
Ein für alle zugängliches und umfangreiches Sportangebot ist – vor allen Dingen in Groß-
städten und Ballungsgebieten – nur durch die Verfügbarkeit von ganzjährig nutzbaren Sport-
anlagen zu gewährleisten. Kunststoffrasenplätze spielen hierbei, insbesondere für den Fuß-
ball, eine wichtige Rolle, da sie eine intensivere Nutzung als Sportrasenplätze oder Tennen-
plätze erlauben. Es ist davon auszugehen, dass allein mit Sportrasenplätzen und Tennen-
plätzen der derzeitige Trainings- und Spielbetrieb, insbesondere bei den Kinder- und Ju-
gendmannschaften, nicht aufrechtzuerhalten ist.  
 
In Deutschland gibt es ca. 5.000 für den Fußballspielbetrieb des DFB gemeldete Kunststoff-
rasenplätze12, sowie ca. 1.000 DFB-Minispielfelder. Der DOSB hat Kenntnis von einer gro-
ßen Anzahl weiterer, sportlich genutzter Kunststoffrasenplätze. Eine genaue Quantifizierung 
der in Deutschland von einem möglichen Verbot betroffenen Sportanlagen ist derzeit jedoch  
nicht möglich, da eine belastbare Datengrundlage fehlt.  
 
 


3. Alternative Füllstoffe zu Kunststoffgranulat 
 
Neben dem häufig genutzten Kunststoffgranulat existieren für Kunststoffrasensysteme alter-
native Füllstoffe, die in Teilen auch bereits beim Betrieb von Sportanlagen genutzt werden. 
So werden in Deutschland aktuell Kunststoffrasenplätze teilweise mit Sand und/oder Kork 
verfüllt. Zudem gibt es auch Kunststoffrasensysteme, die ohne elastischen Füllstoff betrieben 
werden können. 
 
Es existieren bisher allerdings nur wenige belastbare Studien darüber, wie sich diese Alter-
nativen qualitäts- und kostenmäßig (z.B. hinsichtlich Bespielbarkeit und Lebensdauer) ver-
gleichen lassen. Zudem müsste untersucht werden, ob und wie sich die Bespielbarkeit oder 
das Verletzungsrisiko der alternativ befüllten Kunststoffrasenflächen bei den verschiedenen 
Alternativfüllungen verändert13. 
 
Es bedarf daher dringend weiterer wissenschaftlicher Expertise zur Praxistauglichkeit alter-
nativer, organischer Füllstoffe und zur sportartspezifischen Eignung von Kunststoffrasenplät-
zen, die ohne Füllstoffe auskommen.  Sowohl eine wissenschaftliche Folgenabschätzung, 
als auch die dringend erforderliche Entwicklung alternativer Füllstoffe durch die Industrie sind 
eine zentrale Forderung der, von der Thematik betroffenen gemeinnützigen Sportverbände in 
Deutschland. Sie vertreten die Meinung, dass die Maßnahmen, die ein Verbot des Kunst-
stoffgranulats verursachen würden, nicht kurzfristig umsetzbar sind und Alternativen nur mit-
tel- bis langfristig erarbeitet und bereitgestellt werden können. 
 
 


                                    
11  Breuer / Wicker (2011): Situation der Sportarten in Deutschland, S. 78 und 138. 


Von deutschen Fußballvereinen nutzen fast 73 Prozent (zumeist gegen Zahlung von Nutzungsgebühren oder 
sonstiger Gegenleistungen) kommunale Sportanlagen. Von deutschen Sportvereinen nutzen 89 Prozent (zu-
meist gegen Zahlung von Nutzungsgebühren oder sonstiger Gegenleistungen) kommunale Sportanlagen. 


12  nach Spielbetrieb DFBnet (2018). 
13  vgl. Norwegian Environmental Agency/Plan Miljø (2017): Environmentally friendly substitute products for rubber 


granulates as infill for artificial turf fields.  
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4. Zu erwartende Kosten eines Verbots 
 
Jährlich werden in Deutschland ca. 300 Kunststoffrasenplätze neu gebaut, sowie 150 Kunst-
stoffrasenplätze von Grund auf erneuert. Hinsichtlich dieser Plätze dürfte eine Umstellung 
auf alternative Füllstoffe notwendig sein. Hierfür halten die Sportanlagenbetreiber (Kommu-
nen oder Vereine) Mittel für Sportstättenbau und -sanierung vor, die bei Eintritt des Verbots 
und bei Verwendung alternativer Füllstoffe deutlich höher ausfallen. Laut Berechnungen des 
DFB belaufen sich die jährlichen Mehrkosten deutschlandweit auf einen hohen einstelligen 
Millionenbetrag. 
 
Zusätzlich zu diesen geplanten Baumaßnahmen würde ein Verbot allerdings auch alle ande-
ren mit Kunststoffgranulat verfüllten Kunststoffrasenplätze betreffen, da Sportanlagenbetrei-
ber nach Inkrafttreten den benötigten Füllstoff nicht mehr akquirieren könnten. Daher würden 
auf die Sportanlagenbetreiber Kosten zukommen, die von diesen nicht budgetiert wurden. 
 
Die Kosten eines Verbotes können aufgrund fehlender bislang unzureichender Kenntnisse 
über geeignete alternative Füllstoffe derzeit nicht seriös beziffert werden. Auf Grundlage ak-
tueller Daten14 zum Bau von Kunststoffrasenplätzen dürfte der Gesamtbetrag für den Aus-
tausch des Füllstoffes der Kunststoffrasensysteme im hohen zweistelligen Millionenbereich 
liegen, wobei zur Präzisierung dieses Schätzwertes vertiefte Analysen zwingend erforderlich 
sind. 
 
 


5. Notwendigkeit angemessener Übergangsfristen 
 


DOSB und DFB sind sich der globalen und auch nationalen Herausforderung der Umwelt-
verschmutzung durch (Mikro-)Plastik bewusst und möchten als große gesellschaftspolitische 
Akteure einen Beitrag zur signifikanten Reduzierung dieses Problems leisten. Sie unterstüt-
zen deshalb die grundlegenden Ziele des Beschränkungsvorschlages der ECHA. DOSB und 
DFB weisen jedoch darauf hin, dass weder für die Austragsmengen von Füllstoffen noch für 
die Auswirkungen eines Verbots auf die Verfügbarkeit von Sportanlagen ausreichende Da-
tenerhebungen, Risikoanalysen und Folgeabschätzungen vorliegen. Vor einer direkten Be-
schränkung durch die ECHA sollte eine bessere Wissensbasis geschaffen werden. Es bedarf 
in diesem komplexen Bereich weiterer wissenschaftlicher Studien, um Wissenslücken zu 
schließen und um umweltfreundlichere Materialien im Sportplatzbau zu entwickeln sowie 
eine, sich an Nachhaltigkeitskriterien orientierende Gesamtbewertung der bereits existieren-
den Kunststoffrasensysteme zu ermöglichen. 
 
Ein Verbot des Inverkehrbringens von Kunststoffgranulaten als Füllstoff in Kunststoffrasen-
systemen direkt bei Inkrafttreten der Beschränkung wäre unverhältnismäßig. Es würde zu 
hohen, unerwarteten Umstellungskosten und Mehrkosten für Vereine und Kommunen füh-
ren, wodurch dem gemeinwohlorientierten Sport Mittel entzogen würden. Bei fehlender Fi-
nanzierbarkeit dieser Mehrkosten ist zudem von einer Schließung vieler Sportplätzen auszu-
gehen, wodurch das Sportangebot in Schulen und Vereinen stark leiden würde. Gerade auf 
Vereinsebene stellt ein solch außerordentlicher Kostenpunkt ein großes finanzielles Risiko 
dar, dass das sportliche und gesellschaftliche Gesamtangebot des Vereins gefährden kann. 
Eine Beschränkung ohne Übergangsfristen, die eine mittelfristige Umstellung und Kosten-


                                    
14  Eigene Ermittlungen (stadionwelt.de bzw. sportstaettenrechner.de). 
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streckung erlauben, würde das Breitensportangebot in Deutschland sehr negativ beeinflus-
sen. 
 
Im Hinblick auf den Beschränkungsvorschlag der ECHA gemäß Anhang XV der REACH-
Verordnung spricht sich der deutsche Sport daher für eine angemessene Übergangsfrist von 
mindestens sechs Jahren bis zu einem vollständigen Inverkehrbringungsverbot des Kunst-
stoffgranulats zur Verwendung in neuen Kunststoffrasensystemen sowie für die Umstellung 
bestehender Flächen aus. Es bedarf wegen der besonderen gesellschaftlichen Relevanz des 
Sports der Erarbeitung eines gemeinsamen und schrittweisen Ansatzes, um die Verringe-
rung des Austrags von Mikroplastik und das Bedürfnis zur Sportausübung breiter Bevölke-
rungsschichten in Einklang zu bringen. 
 
Gleichzeitig ist sich der gemeinwohlorientierte Sport in Deutschland des Problems Ver-
schmutzung der Umwelt durch Mikroplastik bewusst und unterstützt daher die grundlegen-
den Ziele der EU und der ECHA. DOSB und DFB haben eine gemeinsame Arbeitsgruppe 
gebildet, um u.a. bei Sportvereinen und Kommunen für organisatorische und bauliche Ver-
änderungen zu werben, die notwendig sind, um den Austrag von Mikroplastik von Sportplät-
zen in die Umwelt zu verringern, und sie darüber zu informieren, wie sie in eigener Verant-
wortung den Austrag in ihrem Einflussbereich auch kurzfristig reduzieren können. Gezielte 
Risikomanagementmaßnahmen können die Freisetzung von Füllstoffen in die Umwelt be-
reits signifikant vermindern. Technische Maßnahmen zur Zurückhaltung eines Materialaus-
trags vor Ort (z.B. Rinnenfilter mit Sedimentationsstrecken an Abläufen, Schmutzfangmat-
ten, Schuhbürsten am Ausgang) und organisatorische Maßnahmen beim Betrieb der Sport-
plätze (z. B. regelmäßige Reinigung der Spielfeldränder, Auffangsiebe) können zu einer 
starken Verringerung des Austrags von Mikroplastik beitragen. Der gemeinnützige Sport in 
Deutschland wird daher unabhängig von der Entscheidung der ECHA über diese Methoden 
informieren und auf ihre Umsetzung hinwirken.  
 
Der Deutsche Olympische Sportbund e. V. (DOSB) und der Deutsche Fußball-
Bund e. V. (DFB) sprechen sich bei der Umsetzung des Beschränkungsvorschlags 
der ECHA gemäß Anhang XV der REACH-Verordnung bezüglich des Inverkehrbrin-
gens von Produkten, denen bewusst Mikroplastik zugesetzt wird,  für eine Über-
gangsfrist von mindestens sechs Jahren für Kunststoffgranulate aus, die als Füllstoff 
in Kunststoffrasensystemen verwendet werden. Zugleich erarbeiten DOSB und DFB 
Handlungsempfehlungen für Sportvereine und Sportanlagenbetreiber, um kurzfristig 
den Austrag von Mikroplastik in die Umwelt zu verringern. 
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Key Messages 


• ESA acknowledges the public concern and potential risk of slow-degrading microplastics in the 


environment and is committed to increasing sustainability within the seed industry, including 


the adoption of biodegradable materials where appropriate. 


• The proposed definition of a microplastic would arbitrarily include small treated seeds, but 


exempt large ones. This ambiguity could even extend within single batches of seed where the 


size spans the 5mm limit. It is also worth recalling that the objective is to control microplastics 


in the environment and that all plastics are polymers, but not all polymers are plastics. A more 


clear definition that focuses on slow-degrading microplastics, that is possible to implement by 


all parties (including the seed industry) is required. These requirements shall apply for all type 


and size of seeds.  


• The transition period of 5 years is insufficient for this sector as seed companies cannot begin to 


develop new treatment recipes until upstream companies have completed their changes. There 


are many similarities between the use of treated seed and fertiliser granules. A minimum of a 


10 year transition period (the same as proposed for granular fertilisers) is needed. 


• Without changes to the transition period and definition, seed treatment could become 


impossible for many commercially important crops. The occupational safety and very low 


pesticide application rate advantages achieved by protecting seed with seed treatment would 


be lost.   


Introduction 


Seed is the starting point for the majority of all crops.  In order to deliver the potential of its genetic 


expression for yield and quality, protection against pest and disease is best delivered in its immediate 


biome environment.  Treating seed with products which will help young plants overcome abiotic and 


biotic stressors has been the most effective and least impactful on the environment crop protection 


method for over 5 decades. Such products have greatly contributed to enhancing yield and quality of 


genetics in plants.  


Increasing precision planting efficiency and correct placement of seeds in the soil has also led to the use 


of encrusted (minimum sizing up) or pelleted (sized to a standard calibre) seed delivering the promise of 


one seed, one plant.  Encrusting and pelleting has been a valuable input for fine seeds, or irregular shaped 


seeds, to allow planting precision to increase and reduced waste (see ANNEX).  Seed coated with polymer, 


whether in its raw natural state, encrusted or pelleted, ensures that products applied are securely held 


to the seed until planted, minimize abrasion during travel in the planting equipment, thus eliminating 


concerns for airborne dust impacting environment and operator/bystander exposure.  


ESA comments to be addressed in the public consultation on 


microplastics 



http://www.euroseeds.eu/
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Each coating activity has a bespoke processing recipe, where components such as encrustment, pelleting 


materials and polymer types are distinct and discreet for each seed species, to ensure that seed safety 


and viability is not compromised, whilst delivering the optimum performance at planting. 


Technologies such as encrustment, pelleting and polymer coating activities have been primarily located 


in professional establishments such as seed companies and seed technology providers, many operating 


to ISO EN 9001 and ESTA standard.  


The need for polymers in seed treatment 


As mentioned in the introduction, polymers are used within plant protection products (PPPs) that are 


used as seed treatment, and in stickers/binders which are used to stick PPPs, dust, colorants, pelleting 


material, etcetera to the seed. The need for polymers in these seed treatments will be further explained. 


The Guidance Document for the authorisation of plant protection products (PPP) for seed treatment was 


drafted by the European Commission to provide for harmonised implementation of those provisions of 


Regulation (EC) No 1107/2009 which concern the treatment of seeds with plant protection products. The 


document includes control of risks to the environment from dust generated by the handling and sowing 


of treated seeds. On paragraph 9.5 (page 23, line 1) the document states that: ‘’Additives such as binders 


have a positive impact by decreasing dust formation’’. This means that seed coating today relies on 


polymers/stickers to reduce dust abrasion on seeds. In the absence of high-performance polymers, the 


European regulation on several crops for dust control will be difficult to meet. 


Additionally, COMMISSION DIRECTIVE 2010/21/EU implemented the following: Amendment to active 


ingredient authorization (for neonicotinoids and fipronil): “the seed coating shall only be performed in 


professional seed treatment facilities. Those facilities must apply the best available techniques in order to 


ensure that the release of dust during application to the seed, storage, and transport can be minimized,” 


However these “best practices” are not legally defined.  


Without the use of high binding capacity polymers it will be impossible to comply with some Member 


State national regulations that require the use of polymer seed coatings in order to minimise dust 


emissions.  For example in France there is a Regulation controlling dust from treated maize seed (« Arrêté 


du 13 janvier 2009 relatif aux conditions d'enrobage et d'utilisation des semences traitées par des produits 


mentionnés à l'article L. 253-1 du code rural en vue de limiter l'émission des poussières lors du procédé 


de traitement en usine»  


https://www.legifrance.gouv.fr/eli/arrete/2009/1/13/AGRG0900899A/jo/texte/fr). The Regulation limits 


dust emissions to 3 grams/quintal. There is no requirement for the use of polymer/sticker in this 


regulation, but in practice polymers are required to meet this threshold. 


National Authorities may define conditions of authorization of the use of some PPP. For example, 


Germany requires with the safety rule NT715-1. A PPP has to be applied with a suitable seed treatment 


procedure that ensures, in particular by using a suitable adhesive (sticking agent), that the amount of 


active substances in the dust (aggregate of all active agents) that may be abraded from the treated seeds 


per hectare (Heubach a.s – value in grammes of the sum of abraded active agents per hectare) does not 


exceed the reference value of 0.2 g/180 kg seeds per hectare. This has to be evidenced with appropriate 


analytics using the Heubach measurement methods. The Heubach a.s value corresponds to the reference 



http://www.euroseeds.eu/

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32009R1107&from=EN

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32010L0021&from=EN

https://www.legifrance.gouv.fr/eli/arrete/2009/1/13/AGRG0900899A/jo/texte/fr
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values for the quality of cereals treated in professional seed treatment facilities that have implemented 


quality assurance schemes. A documentation of the measured Heubach a.s. values has to be provided in 


the course of the certification process. The measurements demonstrating compliance with this reference 


value have to be renewed upon any changes in the nature or amount of the additives or in the technical 


facilities. The requirements established in this implementing provision have to be complied with as of 1 


January 2020. 


Additionally, agreed reference dust levels in voluntary industry schemes such as ESTA, as well as national 


quality assurance schemes such as PQP (France) and SeedGuard (Germany), would also be impossible to 


meet.  


Due to their colour and other properties, polymers/stickers help to avoid confusion between treated 


seeds for production and untreated seeds for food/feed, they help seed flow through the processing 


equipment, they increase plantability and they aid the quality of seed coating and ensure consistent seed 


treatment application. Efficient processes and seed coatings that reduce the need for additional pesticide 


spraying of plants, means lower environmental emissions, especially from diesel tractor units in the fields. 


The importance of seed treatment 


 


Seed treatments help safeguard biodiversity and promote sustainable agriculture by reducing the 


potential exposure of beneficial insects and pollinators to PPPs and are an essential tool in successful 


Integrated Pest Management (IPM) programs.   


 


Without seed treatment, adequate protection of young plants that prevents major losses is possible only 


to a limited extent. Young seedlings would not be adequately protected from seed and soil borne diseases, 


leading to a decrease in harvest product quality and a reduction in yield. We estimate that without seed 


treatment significant yield losses1 can be expected. Seed treatments enable early planting and thereby 


help to allow grain to dry on the stalk in the field. This has the benefit of reducing need for fossil fuels for 


mechanical drying of grain and improved quality of the crop2. By preventing damage to seeds and 


developing seedlings from early season pests and diseases, crop yields are protected and therefore 


resources such as water, soil, nutrients, energy and avoidable business costs are also protected.  


Additionally, the following consequences are expected in case seed treatments are not available:  


• There will be an increase in CO2 emissions and soil erosion due to increased tillage, drilling and 


spraying practices.  


• Higher crop production cost may affect farm incomes, especially on small farms. Increased 


workload for the farmer/his staff. 


• Consumers and food value chain businesses may see reductions in quality and increases in costs 


of produce and / or manufactured food products.  


                                                           
1 Benefits of chemical seed treatments on crop yield and quality: GP Munkvold, C Watrin, M Scheller, R Zeun… - … on the health 


of seeds …, 2014 – Springer 


2 Benefits of chemical seed treatments on crop yield and quality: GP Munkvold, C Watrin, M Scheller, R Zeun… - … on the 


health of seeds …, 2014 – Springer 



http://www.euroseeds.eu/

https://link.springer.com/chapter/10.1007/978-94-017-9389-6_7

https://scholar.google.de/citations?user=cS6i2R8AAAAJ&hl=de&oi=sra

https://link.springer.com/chapter/10.1007/978-94-017-9389-6_7

https://scholar.google.de/citations?user=cS6i2R8AAAAJ&hl=de&oi=sra
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• Increased land use. 


• Safe, affordable and merchantable yield will decrease, potentially increasing reliance on imports 


from third countries, where quality and governance may differ from EU standards. 


• Currently controlled plant diseases may return. 


• Important impact on germination issues, mainly for vegetable open field crops. Increase in re-


sowing. This will have a cost impact for the growers and lower production. 


• Difficulties in mechanical sowing. ‘’Microplastic-free’’ polymer/ sticker alternatives according to 


ECHA’s definition are currently very brittle, causing the sowing machine to block.  Also, there will 


be “skips” and “doubles” in the field during the sowing, again resulting in lower yield. 


• Treatments with fungicides against soil diseases will be more difficult to replace. It may lead to a  


shift to in furrow treatments or granulates, the latter having the same restrictions. 


• Seed production cost will rise especially for crops using an inbred system for production. Higher 


production costs will increase food prices for consumers. 3 


• EU agricultural competitiveness may be further reduced compared to the global landscape.  


The business impact on the seed industry  


 


The seed industry uses plant production products, along with non-PPP additives that may also contain 


potential microplastics, which are used in a number of application processes often called “recipes4”. 


Depending on the company, there are estimated to be up to 200 recipes in use for seed treatment, coating 


and pelleting involving polymers/binders/stickers. Our members estimate that nearly all recipes will need 


to be replaced as the PPP and additive products are all changed. 


 


Seed companies need at least 3 years for the required product tests, beginning from the moment they 


have access to the product (which means, after it has been approved/authorised). 


 


Such product test will then be carried out by their own research in both testing existing materials and 


testing replacement candidates.  The issues that are expected to be faced with the latter are:  


• Increased research and production costs: e.g. pre-mixing/dissolution of alternative product 


presentations such as powders. Factory modification and production scheduling will be impacted 


(cost, efficiency). 


                                                           
3 Concepts and technologies of selected seed treatments: AG Taylor, GE Harman - Annual Review of Phytopathology, 1990 - 


annualreviews.org 


Benefits of chemical seed treatments on crop yield and quality: GP Munkvold, C Watrin, M Scheller, R Zeun… - … on the health 


of seeds …, 2014 – Springer 


Seed treatment prevents vertical transmission ofFusarium moniliforme, making a significant contribution to disease control, M 


Galperin, S Graf, D Kenigsbuch - Phytoparasitica, 2003 - Springer 


4 Each coating activity has a bespoke processing recipe, where components such as encrustment, pelleting materials and polymer 
types are distinct and discreet for each seed species, to ensure that seed safety and viability is not compromised, whilst delivering 
the optimum performance at planting 
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https://link.springer.com/article/10.1007/BF02979805
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• Binding capacity is the key aim of usages of such products. Deficiencies will be expected in 


maintaining adhesive properties for seed treatment and dusting off levels will increase, based on 


the current work carried out on limited numbers of potentially compliant alternatives.   


• Seed is the carrier of genetics inside and crop protection and production outside. Seed treatments 


of many kinds may be carried by one seed each doing a bespoke and targeted job. Compatibility 


between such products applied to one seed is paramount. Seed application polymers must be 


compatible with all carried materials and substances. 


• Seed is a live material and all seed applied technology must have a neutral impact on seed 


germination. All currently used polymers have this virtue, and alternatives will have to be 


thoroughly tested for immediate impact and latent impact (storage of seed as carried in inventory 


for up to 24 months). 


Time needed to replace  


In the ECHA proposal cross-sector interactions have not been accounted for, in that if a crop protection 


company requires the full five years currently given in the restriction to find and register a replacement 


(and it seems that the crop protection development cycle generally takes 11 years)5, it would leave no 


time for a downstream seed treatment company to change their ‘’recipes’’ and carry out their quality 


assurance duties. A transition period of at least 10-12 years for the agriculture sector would better 


accommodate these dependencies and would be similar to that offered to the fertiliser industries for EC 


fertilisers. The similarities between the use method of treated seed and fertiliser granules, i.e. applying 


to the soil, are clear to see. For formulations containing PPPs will be needed 12 years since Regulation 


(EC) 1107/2009 sets clear processes for the authorisation of PPPs.  


 


It is important to consider four key steps in the time needed to replace a seed treatment recipe. 


1. The time to develop and register new biodegradable polymers which are used within PPP seed 
treatment formulations 


a. Unknown, we assume non-negligible and ECHA will have a response from that industry.  
 


2. The time to develop and register new PPP seed treatment formulations 
a. Unknown, we assume non-negligible and ECHA will have a response from that industry. 
 


3. Depending on the polymer provider, estimates of 1-3 years may be required to develop 


alternative formulated, film-coating “polymer” products, once the actual biodegradable polymer 


molecules are identified.  


a. As noted above, it is unclear how long the development process for biodegradable 


“polymer/sticker” seed treatment products would require. Current polymer formulations 


provide great value to current seed treatment recipe offers, including measurable 


reduction in dust-off, thereby reducing human and environmental exposure. Assuming 


that comparable biological performance could be achieved, while not negatively 


impacting human and environmental exposure, many would suggest several months to 


                                                           
5 https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2017-6265773/feedback/F12326_sl?p_id=223584 


(ECPA response to the Commission consultation on transparency in the food chain – 4th paragraph). 
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two years of formulation work to achieve final formulation. It is unknown if new polymers 


would be compatible with current colorants. Because there are only a few and just 


recently released products available, it is very difficult to establish an accurate timeframe. 


 


4. The time required to evaluate these new products, along with other recipe components, to 


ensure they do not negatively impact seed germination, flow, etc. and to ensure they perform 


well agronomically and economically. (Dependent upon all previous steps) 


a. Once final formulations are available, then these recipes need to be evaluated to ensure 


they deliver the same level of performance, while also managing dust-off. As described 


previously, this would require a minimum of 2-3 years of additional work by seed 


providers, including lab, plant and field testing. It is also not clear if biodegradable 


alternative would offer the same level of performance (dust-off, seed flow, plantability, 


etc.) as well as similar environmental/human safety assessments as currently used 


products. 


b. After identifying the final formulation, seed companies would need to initiate full recipe 


evaluations of the combinations of products, including product performance, seed safety 


and germination, seed application industrial process, seed flow, plantability, dust-off, 


visual appearance and others.  Most professional seed companies have a standard 


voluntary requirement of two years of field testing, as well as 24-months shelf life 


germination testing. 


 


Existing alternatives to synthetic polymer binders/stickers 


Some companies within the seed industry has some experience with biodegradable alternatives for a few 


vegetable crops where the supplier claims to have biodegradable alternatives.  Several suppliers have 


been contacted, however no data such as biodegradability studies from suppliers providing “microplastic-


free” seed coatings have been provided so far. Currently suppliers of these offerings are conducting the 


assessment whether their polymer offerings are in or out of the scope of the restriction proposal. For 


most of vegetables (high value and low volume seeds) there are very specific processes which allow the 


use of high dose rate of seed coatings and drying systems; but these processes are not easily transferable 


to field crops such as oilseed rape or cereals.  


No experience in corn and oilseed rape is available. Our experience shows that seed coatings are highly 


crop specific. For example, a good performing coating in oilseed rape can be unacceptable for corn. 


Therefore, please be aware that existing coating technology which might work well for vegetables -for 


which we have little experience as well- does not necessarily work for corn and oilseed rape seeds. The 


seed industry will need significant time to shift towards the use of alternative biodegradable polymers 


which will fulfil the requirements set by Regulation (EC) 1107/2009 and will protect operators and 


environment. 


 


Quality issues observed without polymer/stickers such as:  


• dust emission, high dust especially on waxy and oily seeds 
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• poor abrasion resistance, especially on waxy and oily seeds 


• ability to stick biological actives (e.g. fungi) on seeds 


• shelf life of liquid formulation 


• shelf life of coated seeds  


• compatibility with plant protection formulations and loading capability 


• fouling on process equipment surfaces, machines require additional cleaning, process is becoming 


more time consuming, effluent management of additional waste 


• lack of flowability and plantability 


• low treatment retention at planting 


• clogging of planting equipment  


• less binding capacity as the maximum solution of ca. 5% w/w is achievable.  This is substantially 


lower than that required to achieve quality standards achievable with non-biodegradable liquid 


emulsions at 65% w/w.   


• The viscosity of the products also was high, which was complicating the application of the 


products. 


• The products tested so far did require much higher application rates versus the traditional ones. 


Currently, the percentage of polymer/sticker in the total slurry can easily be 16% - 27%. For 


several biodegradable polymers/stickers, the percentage is 25% (in very few cases for budget 


coating only), and more in general 50%- 75%.  


 


Conclusion 


Polymer technology is extremely important to the seed industry where its’ impact on the environment is 


limited to the seed immediate biome and the growing plant. The mechanism of crop protection through 


seed applied technology is significant in delivering environmental benefit (targeted/effective) whilst 


limiting impact on the environment and bystanders (minimised dust or drift emission to safeguard 


operator and bystander safety). Changes to current standards may have unintended environmental 


consequences which may be as described above and need to be carefully considered in terms of timing 


and resource needed to research for alternatives, which the proposed regulation, as it stands, dictates 


would be needed. It is essential to ensure that definitions and transitional arrangements are appropriate 


and clear so as to be workable in practice and aid industry compliance thus ESA strongly requests for a 


transition period of at least 10-12 years for the agriculture section which would better accommodate 


these dependencies and would be similar to that offered to the fertiliser industries for EC fertilisers. The 


similarities between the use method of treated seed and fertiliser granules, i.e. applying to the soil, are 


clear to see. For formulations containing PPPs will be needed 12 years since Regulation (EC) 1107/2009 


sets clear processes for the authorisation of PPPs. 
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ANNEX: 


Graph 1: onion treated seed 


 


 


 


 


 


 


 


 


 


 


 


 


Graph 2: Seed coating and pelleting 
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