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• Have your say: deadline 15 April 2024

• SPS deadline 24 May 2024; TBT deadline 8 June 2024

• Information event 14 June 2024

• WG FCM 2 September 2024 

• PAFF 20 September 2024

• Scrutiny EP and Council

• Publication 2025

Time-line

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
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1. High purity requirement for substances 

2. Substances of natural origin

3. Lifespan

4. Migration testing for multi-material multi-layer materials

5. Surface to volume ratio small containers

Main points raised in feedback
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1. ALPLA Werke 

2. Flexible Packaging Europe

3. Contact Sensitive & Food Contact Plastics Regulatory Expert Panel 

4. IK Industrievereinigung

5. Metal Packaging Europe

6. European Plastic Converters

7. PlasticsEurope

8. PlasticRecyclersEurope

Feedback in the period June-August 2024 

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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The presentation shows changes from the 
version of the quality amendment that was 
given at the Information Event for 
stakeholders (14 June 2024)
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• Article 3a: Amending the points iii) 
and iv): apply to substances used in 
the manufacturing, present in the 
final plastic material, considering 
the impact of the manufacturing 
process and the characteristics of 
the substance

High degree of purity  Article 3a (1st slide) 

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

High degree of purity  Article 3a (2nd slide)

14 June 2024 version  2 September 2024 version 

Only editorial changes 
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Recital (9) 

‘ …To evaluate whether a substance used in the manufacturing of a food contact material or 
article complies with these threshold levels, it is appropriate to take into account factors that 
affect the concentration in and migration from the final materials and  articles into food such 
as the specificities of the manufacturing process of the plastic material or article, the 
characteristics of the substance and the intended use and characteristics of the final 
materials and articles…’

‘…The level of migration into food can be determined by using experimental data on the 
actual migration levels of these substances or similar substances, modelling or other 
general accepted technical methods…’ 

High degree of purity  (3rd slide)

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

• Article 8(1): revised text referring to 
‘final plastic material’

• Article 8(3): supporting 
documentation shall show 
compliance with high purity 
requirement 

High degree of purity  Article 8  (4th slide)

Current text in Plastics Regulation 
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High degree of purity  Article 8  (fifth slide)

14 June 2024 version  2 September 2024 version 

Article 8(3) is moved to Article 16(3) 

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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• Link to Declaration of compliance in Article 15 and Annex IV 

High degree of purity  DoC (6th slide)

Current text in Plastics Regulation 
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• Link to Declaration of compliance in Article 15 and Annex IV 

High degree of purity –Annex IV (7th slide)

14 June 2024 version  2 September 2024 version 

Only editorial changes 

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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• Amendment of Recycling 
Regulation: the purity requirement 
in Article 8(1) does not apply to 
input and output of decontamination 
process

High degree of purity  - amendment 
Recycling Regulation (8th slide)
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High degree of purity –amendment Recycling 
Regulation (9th slide)

14 June 2024 version  2 September 2024 version 

Only editorial changes 

It is emphasized that the substances used in the manufacturing of plastics, including 
those manufactured from waste, must meet the high purity requirement (see Article 
8(1)).

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

High degree of purity (10th slide)

(10) ‘ …Substances manufactured from waste may however contain incidental contamination. 
However, certain manufacturing processes of substances can eliminate the presence of incidental 
contaminants or reduce it so as to ensure that contamination in the final plastic material does not 
result in a risk to human health. Manufacturers and operators using these substances would 
consequently be able to ensure that those substances are of a high level of purity as defined in this 
Regulation. …’

(23) ‘…The high purity requirement in Regulation (EU) No 10/2011 is included in Chapter II of 
Regulation (EU) No 10/2011 and it applies to substances used in the manufacture of plastic materials 
and articles. As a result, recycled plastic and recycled plastic materials and articles, and any 
contaminants derived of the plastic input which entered into a decontamination process of plastic 
waste, are not subject to the requirement of high purity …However, the high purity requirement 
should apply to any substance added during the recycling process and to any reaction intermediate, 
decomposition or reaction product resulting from that substance. It is therefore appropriate to further 
specify in Regulation which provisions apply of Regulation (EU) No 10/2011 to recycled plastic 
materials and articles. ’ 
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• Article 8(2): addressing purity requirement for substances where the 

source is biological or mineral

Substances of natural origin (1st slide)

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

Substances of natural origin (2nd slide)

14 June 2024 version  2 September 2024 version 

Only editorial changes 
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Recital (11)  

(11) ‘ …In some cases, a substance originates from a portion of an organism that has not had any of 
its components removed, or it originates from a natural material that has only been partially purified 
and, consequently, its full composition may be unknown and/or may be variable. However, in other 
cases, where the natural substance can be extracted from the natural material and further purified, a 
substance with a known chemical composition may be obtained…Based on the latest knowledge, the 
identity of such substances should be described as detailed as possible, including its composition, its 
source, the process used to obtain it, and the uncharacterized fraction should be specified as far as 
possible. However, where historically such a detailed designation was not provided, the name of the 
substance should be the determining factor for its identification. ’

Substances of natural origin (3rd slide)

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

• References to lifespan are removed in Article 10(3), Article 14a(1) and 

point 8 of Annex IV (DoC)

Lifespan

No change of approach 
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SMLs and OML apply only to the 

plastic layer in direct contact with 

food; for other parts of MMML 

Articles 11 and 12 do not apply.

Migration and multi-material multi-layer 
materials (1st slide) Current text in Plastics Regulation 

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

Migration and multi-material multi-layer 
materials (2nd slide)

No change of approach 

14 June 2024 version  2 September 2024 version 
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Recital (15)  

(15) ‘ …since final multi-material multi-layer materials or articles, in which the layer in direct 
contact with food is a plastic layer, may raise the same potential health risks as plastic material or 
articles, this layer should comply with the provisions concerning migration set out in Regulation 
(EU) No 10/2011. On the contrary, Articles 11 and 12 of Regulation (EU) No 10/2011 should still not 
apply to non-plastic layers in multi-material multi-layer materials… ’

Migration and multi-material multi-layer 
materials (3rd slide)

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

Surface to volume ratio (1st slide)
Current text in Plastics Regulation 
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Surface to volume ratio (2nd slide)

14 June 2024 version  2 September 2024 version 

Change the article to ‘may’ provision; leave the provisions in Article 17(2) exactly as they are in 
the currently applicable regulation. The possibility of generating new data on food packaging uses 
and health risks will be explored with EFSA.

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

Taking samples by authorities 

14 June 2024 version  2 September 2024 version 

Provision moved from Article 8(4) to Article 16(4); editorial changes.
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Reprocessed plastics 

14 June 2024 version  2 September 2024 version 

Editorial changes of Article 10(2).

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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Recital (12)  

(12) ‘ …Allowing the reprocessing of these by-products for manufacturing plastic materials and 
articles can contribute to the reduction of the occurrence of unusable manufacturing materials. If by-
products can be used directly in the manufacturing of plastics without any further operations than 
normal industrial practices such as shredding and -re-granulation, they are not considered waste..  ’

Reprocessing (2nd slide)
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Repeated use
2 September 2024 version Editorial changes.

14 June 2024 version 
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Recital (13)  

(13) ‘ …repeated use may lead to deterioration of the plastic material or article, leading to an increase of 
migration of constituents into food that may endanger human health…To prevent the use of unacceptably 
deteriorated plastic articles, the manufacturer or other operator responsible for placing on the market of the final 
plastic food contact article should provide users of plastic food contact articles with information about how to 
prevent or slow down deterioration and the changes that indicate the deterioration by a repeated  use. ’

Repeated use (2nd slide)
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Annex V, introductory part (compliance testing)

2 September 2024 version 

Technical changes.
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Annex V, point 3.3.2 introductory part (compliance testing)

2 September 2024 version 

Technical changes.
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Annex V, point 3.3.2 introductory part (compliance testing)

2 September 2024 version 

Technical changes.

Addressing editorial error in last 
paragraph of point 3.3.2
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