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Time-line

» 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
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Mai ints raised in feedback
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
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Feedback in the period June-August 2024

ALPLA Werke

Flexible Packaging Europe

Contact Sensitive & Food Contact Plastics Regulatory Expert Panel
IK Industrievereinigung

Metal Packaging Europe

European Plastic Converters

PlasticsEurope

PlasticRecyclersEurope

© N>R WD
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High degree of purity Article 3a (1st slide)

* 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

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.

(iii) they have been subject to an toxicological assessment in accordance with the

relevant guidance adopted by the Authority, which concludes that genotoxicity
is ruled out, and which concludes on the basis of documented analysi
concerning their foreseeable use, characteristics and fate during subsequent
manufacturing stages, that it can be reasonably assumed that they are present at
a level in the final plastic material that cannot give rise to a migration resulting
in their individual presence in food exceeding 0.05 mg/kg;

(iv) they have not been subject to an assessment specified in points (ii) or (iii), but

to a risk assessment which concludes on the basis of documented analysis
concerning their foreseeable use, characteristics and fate during subsequent
manufacturing stages, that it can be reasonably assumed that they cannot be
present at a level in the final plastic material that can give rise to a migration
into food resulting in their individual presence in food exceeding 0.00015
mg/kg.
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High degree of purity Article 3a (2nd slide)

Only editorial changes

14 June 2024 version

(iii) they have been subject to an toxicological assessment in accordance with the
relevant guidance adopted by the Authority, which concludes that genotoxicity
is ruled out, and which concludes on the basis of documented analysi
concerning their foreseeable use, characteristics and fate during subsequent
manufacturing stages, that it can be reasonably assumed that they are present at
a level in the final plastic material that cannot give rise to a migration resulting
in their individual presence in food exceeding 0.05 mg/kg;

(iv) they have not been subject to an assessment specified in points (ii) or (iii), but
to a risk assessment which concludes on the basis of documented analysis
concerning their foreseeable use, characteristics and fate during subsequent
manufacturing stages, that it can be reasonably assumed that they cannot be
present at a level in the final plastic material that can give rise to a migration
into food resulting in their individual presence in food exceeding 0.00015
mg/kg.

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.

2 September 2024 version

(1i1)~ they- have- been' subject- to- a- toxicological- assessment- in- accordance- with- the-
relevant-guidance-adopted-by-the-Authority, ‘which-concludes-that- genotoxieity-
is'ruled- out,” and- that.- on- the- basis- of documented- analysis- concerning- their:
foreseeable- use,- characteristics- and- fate- during- subsequent- manufacturing-
stages, it-can-be Teasonably-assumed that-none-of the-substances-will-be-present-
in-thefinal plastic-material--at-a-level that-could-give rise to-a-migration-such-as-

to-their-individual presence-in-food-exceeding 0.05 mg/kg: 4§

(1v) - they ‘have not-been-subject-to-an-assessment-specified -in-points-(11)-or-(iii), ‘but-
to- a- risk- assessment- which- concludes,- on- the- basis- of* documented- analysis-
concerning- their- foreseeable- use, - characteristics- and- fate: during- subsequent-
manufacturing' stages, - that- it can- be' reasonably- assumed:- that- they- cannot- be-
present-in-the-final plastic-material -at-a-level that-could-give riseto-a‘migration-
into- food- such- as: to- their- individual- presence in- food- exceeding: 0.00015-
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High degree of purity s

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...’

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, “ European
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law. Commission
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High degree of purity Article 8 (4th slide)
* Article 8(1): revised text referring to
o H ial’ “drticle-8¢
fl na | p | aStI cm ate r al General requirements-on-substancesf
H . H 1. = Substances-used-inthe- manufacture-of plastic-materials-and-articles that-maybe
°
Artl CI e 8 (3 ) - su p po rtl n g presmt-in-the-fmal-p]astic-malariaﬂ-iﬂcludjng-thcse-manufactured-Erom-wast;e,
d ocume ntatl ons h a | S h ow shall-be-of ahigh-degree-of-purity-and shall-be-of a-technical-quality-suitable
. . i i forthe-ntended-and-foreseeable-use-of the -materials-or-articles. |
com pl lance Wlth h Ig h p uri ty The- composition- shall- be- known- to- the manufacturer- of* the- substance- and:
: made- available- to- the- competent- authorities- on- request,- together- with- any-
req urreme nt documentation regarding their-degree-of purity

3. = Manufacturers- of plastic- materials- and- articles,- and- of products- from-
intermediate- stages- of* their- manufacturing, - shall- ensure- that- documentation-
Article 8 showing- compliance- with- paragraphs- 1- to- 2- 1s- part- of- the- documentation-

General requirement on substances referredto-in-Anicle-IG.'l

Current text in Plastics Regulation

Substances used in the manufacture of plastic layers in plastic materials
and articles shall be of a technical quality and a purity suitable for the
mtended and foreseeable use of the materials or articles. The
composition shall be known to the manufacturer of the substance and
made available to the competent authorities on request

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.
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High degree of purity Article 8 (iifth slide)

14 June 2024 version
“Article-8¢
General requirements-on-substancesy

1. = Substances-used-in-the-manufacture-of plastic-materials-and-articlesthat-may-be
presmt'in'the'ﬁna]'p]astic-malﬂ'ia.lL'includ.ing'thuse'manufactured{mm'waslc,
shall-be-of-a-high-degree-of* purity-and-shall-be-of-a-technical-quality-suitable
forthe-intended-and-foreseeable use-of the -materials-or-articles. 4]
The- composition- shall be- known- to- the- manufacturer- of* the- substance- and-
made- available- to- the- competent- authorities- on- request,” together- with- any-
documentation regarding their-degree-of purity

referred to-in-Article-16

Manufacturers- of* plastic- materials- and- articles,- and- of products- from-
intermediate- stages- of- their- manufacturing - shall- ensure- that- documentation-
showing- compliance- with- paragraphs- 1- to- 2- 1s- part- of* the- documentation-

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(3) is moved to Article 16(3)

2 September 2024 version

‘Article-8§¢
General requirements-on‘substancesf

. = Substancesused inthe-manufacture-of-plastic materials-and-articles-that may-be-

present-in-the-final-plastic-material, - including-those-manufactured-from-waste, -
shall-be-of-a-high-degree- of purity-and-shall-be-of*a-technical - quality-suitable-
forthe intended-and-foreseeable-use-ofthe'materials-or-articles.-f

The-composition-shall-be known-to-the-manufacturer-of the-substance.-§

‘Article-16¢
Supporting-documents

3. = Manufacturers: of* plastic: materials: and- articles, and- of* products- from-
intermediate- stages- of- their- manufacturing, - shall- ensure- that- documentation-
showing- compliance- with- paragraphs- 1- to- 2- of* Article- 8- is- part- of the

documentation referred-to-in-paragraph-1.9

European
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Article 15

Declaration of compliance ANNEX IV

Declaration of compliance

) confirmation that the plastic matenals or articles. products from intermediate
stages of manufacture or the substances meet the relevant requirements laid
down i this Regulation and m Article 3. 11(5), 15 and 17 of Regulation
(EC) No 1933/2004:

(6) adequate information relative to the substances used or producis of degra-

dation thereof for which restrictions and/or specifications are set out m

Amnex I and II to the Regulaton to allow the downstream business

operators to ensure compliance with the Regulation

At intermediate stages. this information shall mnclude the identification and
amount of substances in the intermediate material.

— that are subject to restrictions in Annex IL or

— for which genotoxicity has not been ruled out. and which originate from an
intentional use during a manufacturing stage of that intermediate material
and which could be present in an amount that foreseeably gives rise to a
migration from the final material exceeding 0.00015 mg/kg food or food
simulant:

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 DoC et siide)

* Link to Declaration of compliance in Article 15 and Annex IV

Annex-IV-is-amended-as follows:
(a) - point-6-1steplaced by the-following
6. = -adequate- information- relative- to- the- substances- used- including- pon-
intentionally- added- substances- that- are- present- - for- which- restrictions
and/or- specifications- are- set- out in- Annexes- I- and- II- to- allow- the
downstream- business- operators- to- ensure- compliance- with- the
Regulation. - including- adequate- mmformation- on- the- presence- of* non-
intentionally-added- substances-if present-in-an-amount- that- could- cause
non-compliance-of-a-final - matenial-with-Article-3-of Regulation-(EC)-No
1935/2004.
At intermediate- stages, - this- information- shall- include- the- identification
and-amount-of the-substances in the intermediate-material
— = that-are-subjecttorestrictions-and/or-specifications-Annex-II. -or
— = for-which-genotoxicity-has-not-been-ruled-out, -and-which-originate
from- an- intentional- use- during- a- manufacturing- stage- of- that-
intermediate material -and-which-could-be-present-in-an-amount-that
foreseeably gives rise-to-an-individual migration-into-food -from-the
final- plastic-material - or- article- exceeding- 0,00015-mg/kg-food- or-
food-simulant;”;{

European
Commission
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High degree of purity —Annex [V @ side)

Only editorial changes
* Link to Declaration of compliance in Article 15 and Annex IV

14 June 2024 version 2 September 2024 version
Annex-IV-1s-amended-as follows: Annex-TV-1s-amended -as-follows: "
(a) - point-6-1steplaced by the-following 7 (a) » point 6 isteplaced by the following:
‘6. - -adequate- information- relative- to- the- substances- used- including- non. ‘6. - -adequate- information- allowing- the- downstream- business- operators- to-
intentionally- added- substances- that- are- present- - for- which- restrictions ensure-compliance with this Regulation relative-to-the-substances used for-
and/or- Speﬂﬁcaﬂf’m' are set out' in- Annexes [ and- I to- 3-”70“" the which-restrictions- and/or- specifications- are- set-out- in- Annexes-I-and -II,-
downstream- business- operators- to- ensure: complance- with- the including- adequate- information- on- the- presence- of* non-intentionally-

Regulgtlon,' including- adequatg' mnformation- on- the- presence- of non- added- substances- if- present- in- an- amount- that- could- cause- non-
mleuuona].!yaddedsubstancas*l#'*p(e;ent*xnt' iy amcum'th;rtioould'cause compliance- of- a- final- material- with- Article- 3- of- Regulation- (EC)-No-
non-compliance-of-a-final -matenal-with-Article-3-of Regulation-(EC)-No 1935/2004.-9

1935/2004.7

At intermediate- stages.- this- information- shall- include- the- identification
and-amount-of the-substances in the-intermediate-material

At intermediate- stages," this- information- shall-include-the-identification-
and -amount-of the substances-in-the intermediate material 7

) L ) ) — = that-are-subject torestrictions-and /or-specifications-Annex I -or-]

— = thatare-subjecttorestrictions-and/or-specifications-Annex-II. -or

— = for-which-genotoxicity-has not-been-ruled -out, and -which-onigmate-
from- an- intentional- use- during- a- manufacturing- stage- of- that-
intermediate-matenial-and -which-could ‘be-present-in-an-amount that-
foreseeably-gives-niseto-an-individual migration-into food fromthe-
final plastic- material- or- article- exceeding- 0.00015-mg/kg-food -or-
food simulant:™¥

— = for-which genotoxicity-has not-been-ruled-out. -and-which-originate
from- an- intentional- use- during- a- manufacturing- stage- of* that
intermediate-material -and -which-could-be-present-in-an-amount that
foreseeably-gives rise-to-an-individual ‘migration-into-food -from-the
final-plastic-material- or- article- exceeding- 0,00015-mg/kg- food-or
food simulant;”;{

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.
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High degree of purity - amendment
Recycling Regulation gt siide)

+ Amendment of Recycling
Regulation: the purity requirement
in Article 8(1) does not apply to ‘
input and output of decontamination  asice4 parasraph 2 of Regvlation (ECy No 202271616 isteplaced-by the following: ¥

process 1
“1 - The-requirements-set- out- - Chapters- II-and- I1I- and- Chapter- V- of Regulation- (EU)- No-
10/2011 shall-apply-to-tecycled plastic-matenials-and-articles -By-derogation-from-Article-8(1)-
thereof, -the-quality-and-purity-of-plastic-mput-and-the-output-of-a-decontamination-processes:
shall-be-in-accordance with this Regulation.’f

Article-29
Amendment-to-Regulation-(EC)-No-2022/16167

European

commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation, c
ommission
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High degree of purity —amendment Recycling
Regulation (9th slide)

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)).

Only editorial changes

14 June 2024 version 2 September 2024 version

Article-2 Article2
Amendment-to-Regulation-(EC)-No-2022/1616Y Amendment-to-Regulation-(EC)-No-2022/1616
1 il
Article4, paragraph-2-of Regulation (EC) No-2022/1616 s replaced by the following: ] Article4, paragraph-2-of Regulation (EC)No-2022/1616 is replaced by the-following:
q il

#2.- The- requirements' set: out- in- Chapters- I and- III and- Chapter- V- of- Regulation- (EU)-No-
10/2011-shall- apply*to-recycled- plastic materials- and- articles. - Article- 8(1)- thereof: shall not-
apply to-the-contaminants-in the-input-and-the-output-of a-decontamination-processes-and-the-
quality-and-purity-of the-input-and-output shall-be-in-accordance with this Regulation.'{

*2.- The- requirements- set- out- in- Chapters- [I- and- II-and- Chapter- V- of-Regulation- (EU)-No
10/2011-shall-apply-to-recycled-plastic-matenals-and articles.-By-derogation-from-Article-8(1)
thereof, the-quality-and-purity-of-plastic-input-and-the-output-of-a-decontamination-processes
shall-be-in-accordance-with this Regulation.™] .

-

European
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High degree of purity

(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. ’

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, “ European
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law. Commission
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Substances of natural origin (s side)

* Article 8(2): addressing purity requirement for substances where the
source is biological or mineral

“Article-§¢
General requirements-on-substances?

2. = By-derogation-from-paragraph-1,-as-regards-purity, -for- UVCB-substances-that-
are- identified- by- a- name- in- this- Regulation- that- refers- to- a- natural- multi-
constituent- material - where-the- source- 1s- biological- or- mineral - that- substance-
may-be-used-as- obtained- from- its-natural- origin, -provided- it does-not- contain-
substances-or-materials-that-do-not-correspond-to-its-identity-as-designated-by-
that- name - Any- additional- specifications or- requirements- applicable- to- a
substance-or-material-of natural-origin-set-out-in-Table-1-of - Annex [ -applicable-
to-the-substance-or material, shall-apply. |

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.
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Substances of natural origin nasie)

Only editorial changes

14 June 2024 version 2 September 2024 version
“Article-§¢ ‘Article- 8¢
General requirements-on-substancesf General requirements-on-substancesf

constituent- material- where-the-source-1s- biological- or- mineral -that- substance-
may-be-used-as-obtamed- from-its- natural- origin_- provided-it-does- not-contain-

to-the substance or material, shall-apply

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, m
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.
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2. = By-derogation-from-paragraph-1,-as-regards-purity, for UVCB-substances-that- 2. — By-derogation-from-paragraph-1,-as regards-purity, UVCB-substances-that-are-

are- identified- by- a- name- in- this- Regulation- that- refers- to- a- natural multi- identified by-a-name-in-this Regulation that-refers-to-a-natural multi-constituent-
material-the-source-of which-is-biological ‘or-mineral,-may-be-used-as-obtained-
from their-natural-origin, -provided-they do-not-contain-substances-or-materials -
that- do- not- correspond- to- its- identity- as- designated' by- that name.- Any-

substances 'Drma‘terial_s:tha‘t-do-no_t-co.rrespond-to-its: idenﬁty-as-de.signated'hy' additional-specifications- or-requirements-applicable-to-a-substance- or-material-
that- name.- Any- additional- specifications- or- requirements- applicable- to- a of natural-origin-set-out-in-Table- 1 -of- Annex-I-applicable-to-the-substance-or-
substance-or-material -of natural -origin-set-out-in-Table-1-of-Annex [, -applicable- material, shall-apply.’]
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Substances of natural origin (s« side)

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.’

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.
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Lifespan

* References to lifespan are removed in Article 10(3), Article 14a(1) and
point 8 of Annex IV (DoC)

No change of approach

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.
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Migration and multi-material multi-layer

materials (1 siice)

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.

In-Article-14, paragraph-4is teplaced by the-following ]

‘4 > Articles- 11-and- 12- apply-to- multi-material- mulfi-layer- matersals- and- articles-
when the-surface-laver that1s-in-contact-with-food 1s made-of 2 matenal falling-

within the-scope-of this-Regulation.

Current text in Plastics Regulation

Aricle 3
Definitions

For the purpose of this Regulstion. the following definitions shall spply:
(1) ‘plastic matesials and aticles’ mesns:

() materials and articles referred to in points (a). (b) and (<) of
Article 2(1): and

() plastic layes sefemred fo i Aricle 20X and (2;
Article 11
Specific migration Hmits
1.  Plastic matenials and articles shall not transfer their constituents to
foods m quantities exceedms the specific mizration loits (ML) set cut
in Annex I Those specific migration krmits (SML) are expressed in me

of substance per kg of food (mz'kg).
Article 14
Multi-material multi-layer materials and articles

1. In a multi-material multi-layer material or article. the composition
of each plastic layer shall comply with this Regulation.

4. By derogation from paragraph 1. Articles 11 and 12 of this Regu-
lation do not apply to plastic layers i multi-material mulu-layer
materials and articles.

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, “ European

which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.
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Migration and multi-material multi-layer

materials @ndsiice)

No change of approach

14 June 2024 version

Inddicked pragrphdsrplaced by e following§

4. Articles- 11-and- 12-apply-to- multr-matersal multi-layer- matertals- and- articles-
when the-surface layer that 1s in-contact-with-food 15 made-of-a-matertal falling-
withn the scope-of this Regulation. |

2 September 2024 version

Article-14-1s-amended-as-follows: 4
(2) —» paragraph-4-is-replaced by the-following:q

‘4. = Articles- 11-and- 12- apply- to- multi-material-multi-layer- materials- and- articles-
whenthe-surface-layer-that-is-in-contact-with-food-is-made-of*a ‘material -falling-

within the-scope-of-this 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, “ European
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law. Commission
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Migration and multi-material multi-layer

materials (31 slide)

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...’

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, “ European

which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.
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Surface to volume ratio (stsiide)

Current text in Plastics Regulation

Article 17
Expression of migration test results
1.  To check the compliance. the specific migration values shall be

expressed in mg'kg applying the real surface to volume ratio in actual or
foreseen use.

2 By derogation from paragraph 1 for:

(a) containers and other articles, contamning or intended to contain. less
than 500 millilitres or grams or more than 10 litres.

(b) matenials and articles for which. due to their form it 1s impracticable
to estimate the relationship between the surface area of such
materials or articles and the quantity of food in contact therewith.

(c) sheets and films that are not yet in contact with food

(d) sheets and films contaming less than 500 mullilitres or grams or
more than 10 litres,

the value of migration shall be expressed in mo'kg applying a surface to
volume ratio of 6 dm® per kg of food

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-17(2)is replaced-with the following: 4
*2.-By-derogation-from paragraph-1 -for:{
(a) = containers-and-other-articles-of-a-volume-of less-than-100-ml, -a-surface to-
volume tatio-of-12-dm?-perkg-of food-may be-applied, |
(b) = a-material- or-article- for- which,- due- to- their- form-it- 1s- impracticable-to-
estimate- the- relationship- between- the- surface- area- of such-
materials- or- articles- and- the- quantity- of food- in- contact- therewith,-a
surface to-volume ratio-of-12-dm®-per kg-of-food may-be-applied,|
(c) = sheets-and-films that-are not-yet-in-contact -with-food, a-surface to-volume-
ratioof 12 dm? perkeg-of food-may-be-applied -7
This-paragraph-does not-apply-to-plastic-materials-and-articles-intended-to-be-brought-
into-contact-with- or-already- in- contact- with- food - for- infants- and- young-children, - as-
defined by Directrves-2006/141/EC and 2006/125/EC.™
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Surface to volume ratio @ndsiice)

Change the article to ‘may’ provision; leave the provisions in Article 17(2) exactly as they are in
the currently applicable regulation. TherOSSIblhty of generating new data on food packaging uses

and health risks will be explored with EFSA.
14 June 2024 version 2 September 2024 version
Asticle-17(Q)is replaced-with the following: 1 + In-Article'17-paragraph-2is replaced-with the following: 4

. _ . e *2.-By-derogation-from'paragraph-1,-a-surface-to-volume ratio-equal-or- higher-than-6-
2. By derogation from paragraph 1 for-f dm?-per kg of-food may be ‘applied-for the following materials and-articles:q

(a) = contamers-and-other-articles-of-a-volume-of-less-than-100-ml, -a-surface to- (a) - for- containers- and- other- articles, containing- or- intended- to- contain a-

volume ratioof 12 dm? per kg of food may be applied.T volume-of-less-than-500 ml-or-more than-10 litres:

(b) = a-material-or-article- for- which, - due- to- their- form-1t- 1s- impracticable-to- (b) » for'a'material or-article-for which,  due-to- its-form, it-is- impracticable-to-
estimate- the: relationship- between- the- surface- area- of such- estimate- the- relationship- between- its-surface’ area: and- the- quantity-
materials- or- articles- and- the- quantity- of- food- in- contact- therewith,-a- of: food- in contact therewith:§
surface-to-volume tatio-of-12-dm®per kg-of-food may-be-applied. | (c) -+ forsheets and-films that-are not-yet in-contact with food:]

(c) = sheets-and-films that-are not-yet-in-contact-with-food, -a-surface-to-volume- (d) - forsheets-and-films-containing-a-volume-less-than-500-ml. -or-more-than-
ratio-of 12-dm? perkg-of food may be-applied. - 10-litres.q

This-paragraph-does-not-apply -to-plastic-materials-and-articles-intended-to-be-brought- This-paragraph-does not-apply-to-plastic-materials-and-articles-intended-to-be-brought-
into-contact with- or-already- in-contact- with-food  for- infants- and-young - children, -as into- contact- with or-already‘hl-contact-with-lfood-for infants-and- young- children,-as-
defined by Directives-2006/141/EC and 2006/125/EC_Y defined by Directives 2006/141/EC-and 2006/ 125/EC."q

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.
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Taking samples by authorities

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

14 June 2024 version 2 September 2024 version
) Article'161s replaced -with-the-following: 4
Ariicle § Article-162

General requirements on substances Supporting-documents|

4. Manufacturers of plastic materials and articles, and of products from
intermediate stages of their manufacturing, shall ensure that competent
authorities can take samples to verify their degree of purity and their
composition, including that of the substances and materials used for theit

4. - Manufacturers: of- plastic- materials- and- articles,- and- of* products- from-
intermediate- stages: of* their- manufacturing,- shall: ensure- that competent
authorities- can- take- samples- during- the- carrying- out- of* official- controls- to-
verify- their- degree- of* purity- and- their- composition,- including- that- of- the-

manufacture.’ : .
substances-and materials-used-for-theirmanufacture.’q
L
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, “ Eumpean
ommission

which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.
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Reprocessed plastics
Editorial changes of Article 10(2).

14 June 2024 version 2 September 2024 version
‘Arficle 10
seneral restrictions and requirements concerning the composition of plastic materials
and articles . X . X .
2. - Plastic’ materials' and- arficles: may- contain- reprocessed- plastic: if* such-

Plastic materials and articles may contain reprocessed plastic if such reprocessed plastic meets-the-following-conditions:
r sed plasti ts the followt: ditions: . . . . . .
Jepmc.esse rg CH_EE S gy e con "_m; ) ) (a) = it-is-a-by-product-in-accordance - with- Article- 5 -of- Directive-2008/98/EC-
(a) it can be considered to be a by-product in accordance with Article 5 of of the Buropean Parliament-and-of the- Councili?:

Directive 2008/98/EC of the European Parliament and of the Council®; . i o
(b)'— 1t-1s- collected- and- used- in- accordance- with- section- C- of the- Annex- to-
Regulation(EC)No-2023/2006.9

(c) = it- originates- from- one- of* following- off-cuts- and- seraps- from- plastic-

(b) it is collected and used in accerdance with section C of the Annex to
Regulation (EC) No 2023/2006:

(c) it originates only from off-cuts and scraps from plastic materials and

articles referred to in point/(a) of Article 2(1) that meet the compositional materials-and plastics:{
requirements set out in chaptef T of thisRegulation: (1) from-off-cuts-and-scraps-fromplastic ‘materials -and-articles referred-to-
(d) it does not contain substances in an amount which could: in-point-(a)-of Article-2(1)-that-meet-the-compositional -requirements-set-
() exceed migration limits applicable for the substance as specified in out'inchapter II-of this Regulation, -or 4
Regulation (EU) No 10/2011: or, (ii) from-off-cuts-and-scraps from plastic -materials -and -articles referred to-
(ii) cause any other non-compliance of those plastic materials and ponts- (b)- and- (¢)- of* Article- 2(1).- and- does- not- contain- a- layer- which-
articles with Article 3 of Regulation (EC) No 1935/2004: functions- as- a- functional- barrier- and- all- of- its- individual- constituents-
(e) by derogation to point (c). it may originate from off-cuts and scraps from clther-n:.\eet-the-:olnposltlonal-ltequn'emt?nts-sct-out-1n- Chapter-IT-of this-
plastic materials and articles referred to points (b) and (c) of Article 2(1), RCEUIZ\UUIL' or* hay'e- been: subject- to: 1'1.51‘.'-' assessment- Gﬂ'.the‘ basis G.f'
and does not contain a layer which functions as a functional barrier and Article: 19-taking- into- account- the- conditions- of- reprocessing- and- their-
all of its individual constituents either meet the compositional presence-in-the reprocessed -material; 4

requirements set cut in Chapter II of this Regulation, or have been

. . . . . . = 1t g 1" 11 g i . o
subject to risk assessment on the basis of Article 19 taking into account (d) - it-does not-contain substances in-an-amount which-could:q

the conditions of reprocessing and their presence in the reprocessed (i) = exceed migration limits-applicable-for-the-substance-as-specified-in-
material. nte Regulation-(EU)-No-10/2011:-or, 4

commit the European Commission. The European Commission accepts no responsibility for the .. . . .

which may be under validation or preliminary assessment. Only the Court of Justice of the Euro| (ii) > cause- any- other non-compliance- of* those- plastic: materials- and-

articles-with-Article-3-of Regulation (EC)"No-1935/2004.9
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Reprocessing ndsiide)

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..

European

commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation, c
ommission
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Repeated use

Editorial Changes. 2 September 2024 version
‘Article 10¢
14 June 2024 version General restrictions'and-requirements-concerning the:composition-of plastic'materials
andartiles
‘Article-10¢
General restrictions'andrequirements concerning the'composition-ofplastic materials 3. Where intended for repeated use in contact with food, the composition of and
and-articlesq the design of final food contact articles shall be such, so as to guarantee that no
3. Where intended for repeated use in contact with food, the composition of and inerease in the migration of constituents of the material or article to the food
the design of final food contact articles shall be such, so as to guarantee that no WO.uld oceur when suh]elcled to subseq.uent use eyeles of the malemi\ls a‘fd
increase in the migration of constituents of the material or article to the food articles in qccordauce W"h the instructions for infended use as described in
would occur when subjected to subsequent use cycles of the materials and documentation or labelling. *
articles in accordance with the instructions for intended use as described in “Article-1da-¢
documentation or labelling. * Labelling]
drticle 14a . = The* manufacturer- or* other- operator- responsible: for- placing: on- the- market- a-
Labelling final-plastic: food-contact-article- intended- for-repeated-use,shall-provide-to-its-
1. The manufacturer or other operator responsible for placing on the market a users by means-of labelling-or-otherwise the-following:

final plastic food contact article intended for repeated use, shall provide (a)_, appropriate‘ instructions: designed‘ to- slow down- deterioration- of- the-
information to its users by means of labelling or instructions, including .

appropriate instruetions designed to slow down deterioration of the material or Mﬂl

article, as well as a deseription of observable changes of the article or material
that may indicate the deterioration of the article or material. Information shall deterioration of the article-or material:]
warn in case specific damage or foreseeable misuse would cause increased =
migration or would/ cause the material or article to become otherwise
unsuitable for further use'in contact with food.

(b) = a-descriptionof observable- changes- of the-article:that: may- indicate-the-

(c) » a-warning: in-case- specific: damages- ot foreseeable- misuse would- cause:
increased- migration® or' would- cause' the- article to- become: otherwise:
unsuitable for further-use-in-contact with-food.§

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, “ European
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law. Commission
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Repeated use (nasie)
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 & repeated use.

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, “ European
which may be under validation or preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law. Commission
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Annex V, introductory part (compliance testing)

Technical changes.
2 September 2024 version

Annex-V1s-amended -as-follows:

(a) » The mntroductory part-on-compliance testing preceding-Chapter-1-isteplaced by~
the following T

o
COMPLIANCE TESTINGY

The LL-shall-be-the- SML -for-the-verification-of compliance with-a-SML -
unless-theresult-of the migration test-(1)-needsto-be-corrected -for the teal-
surface-to-volume ratio-((S/V)pq)-and the surface-to-volume tatio (S/V )y
in- accordance -with- Article- 17_-and/or-(2)- by~ the- correction- factor-(Crz)-
used-n-the-sub-columns- for-the-food - simulants-D2-and -E-m-Table-2-of-
Annex-III-to- Regulation- (EU)- No- 10/2011- -and/or (3)-by-the-FRF-in-
accordance with-point-4.1-of this-Annex -When-the results-are-cormrected -
n-application- of Crz. in-combination-with-the-FRF, - in-accordance-with-
pomi-4.1-n-Annex-V,-the-combined -correction-factor-shallnot-exceed -3,
unless-the-cofrection factorlaid-down-intable 2 -of Annex I -exceeds 5. 4

+

The reproducibility -coefficient -of -vanation-CVg, -which-can-be-expressed -
in- percentage- if- multiplied- by- 100.- is- used- to- calculate- the- relative-
standard- measurement- uncertainty- with- the- purpose- to- evaluate-
compliance. The formulas forcalculating the-CVy are-as-follows

CVg=1022- = for = m-ﬁj.ll"-l@‘é-kg'-kg;-andf
CVqp =200t 100 - for » 0.12*10%keke=m=0.138kekel

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

Technical changes.
2 September 2024 version

[n-Chapter-3-of - Annex-V, pomt-3.3.2 1s replaced -by-the-followng:¥

“The-applicable-overall-migration test-shall-be-carried -out-three times-on-a-single-
sample- using- a- different- portion- of- food- simulant- on- each- occasion. - The-
migration- shall-be-determined -using- an-analytical-method - in-accordance-with-
the requirements-of -Article-34-of Regulation-(EU)-2017/625 -Compliance-with-
the- overall- migration- limit- shall- be- verified- on- the- basis- of* the- level- of - the-
overall'migration-found -dunng-the-third -test-and -on-the basis-of the-stability -of-
the material-or-article-i e -the-overall-migration-during-the-second ‘test-shall-not-
exceed - the- level observed - in- the- first- test.- and - the- overall migration- in- the-
course-of the-third - test- shall-not-exceed -the-level-observed -during -the-second -
test.- The- compliance- shall- be- evaluated- in- accordance- with- the- specific-
performance- criteria- described - - point- 2.1.6- in- Chapter- 2- of- Annex- V.-
However, - the- standard - measurement- uncertainty- of-the-analytical-method-as-
determined - by-the- laboratory-shall- be-used -to-determine-u(m), - instead - of -the-

specified -in-the-mtroductory part-on compliance testing preced mg-Chapter-1.-7

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

Technical changes.
2 September 2024 version

Addressing editorial error in last
In-Chapter-3-of Annex-V, point-3 3 2 is replaced -bythe-following T paragraph Of p0|nt 332

“The-applicable-overall-migration-test shall-be-carried -out three times-on-a-single-
sample- using- a- different- portion- of - food- simulant- on- each- occasion - The-

igration- shall-be-d med-using-an-analytical-method-in-accordance-with-
the-requirements-of-Article-34-of Regulation-(EU)-2017/625.-Comphance-with-
the- overall- migration- limit- shall- be- verified- on- the- basis- of- the- level- of - the-
overall - migration-found -during -the-third -test-and -on-the basis-of the stability -of-
the-material-or-article-i.e.-the-overall-migration-during-the-second -test-shall-not-
exceed - the- level- observed - in- the- first- test.- and - the- overall- migration- in- the-
course-of -the-third - test- shall-not-exceed -the-level-observed -during the-second -
test.- The- compliance- shall- be- evaluated- in- accordance- with- the- specific-
performance- criteria- described - in- point- 2.1.6- in- Chapter- 2- of- Annex- V.-
However. - the- standard - measurement- uncertainty- of -the- analytical-method-as-
determined - by-the- laboratory-shall- be-used - to- determine-u(»), - mstead - of - the-

However, if* there- is- scientific- proof- that- the- level- of* the- migration- [0l

-during the second -and third migration-
tests- and - if- the- migration- limit- is- not- exceeded- f- the- first-
migration-test, the-material or-article- is considered - compliant - with-the-overall-
mig:talmn-hm_it,r

specified -inthe-introductory part-on-compliance testing preceding-Chapter-1_- 7
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