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Food Contact Materials - Background
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Food Contact materials are all materials and articles:
» already in contact with food (e.g. food packaging)
* intended to be brought into contact (kitchenware, food processing equipment)
 that can reasonably be expected to be brought into contact with food or transfer constituents
to food under normal or foreseeable conditions of use

Size of the affected industry is considerable ~ € 200 billion / yr
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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.




Food Contact Legislation

Regulation (EU) No 1935/2004 on food contact materials and articles
« ‘Basic Act’ — adopted by council and parliament
« applies to all food contact materials
» basic requirements and procedures

Commission implementing legislation on specific materials
« adopted on the basis of Regulation (EU) No 1935/2004
 Regulation (EU) No 10/2011 on plastic materials
* Regulation (EU) 2022/1616 on recycles plastic materials

« Also: Ceramic materials, regenerated cellulose, and active and
intelligent materials are subject to EU legislation — as are some
specific substances (BPA, VCM, nitrosamines)

All other materials are subject to national legislation!

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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Artide 3

Article 3

1. Materials and articles, including active and intelligent mate-
rials and articles, shall be manufactured in compliance with good
manufacturing practice so that, under normal or foreseeable con-
ditions of use, they do not transfer their constituents to food in
quantities which could:

Article 3 is considered the main requirement of FCM

|egiS|ati0n (a) endanger human health;
Materials and Articles shall not transfer their
constituents in amounts that could: or

« endanger human health

. (b) bring about an unacceptable change in the composition of
* bring about unacceptable change to the the food;
composition of food
» bring about a deterioration in the organoleptic or

characteristics there of

(c) bring about a deterioration in the organoleptic characteris-
tics thereof.

2. The labelling, advertising and presentation of a material or
article shall not mislead the consumers.

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.




EU legislation on FCMs

Regulation (EC) No 1935/2004 (objectives: human health and functioning of EU market)
Basic rules on safety, labelling, traceability, inspection and control, authorisation process

Guidance Regulation (EC) Regulation (EC) Regulation (EC) Directive Directive Regulation (EC)
on plastic FCM & No 10/2011 2022/1616 No 450/2009 84/500/EEC 2007/42/EC No 2023/2006
documentation on plastic FCM on plastic recycling on AIM on ceramics on RCF on good
manufacturing
practices

Directive Regulation (EC) Regulation (EU) Directive
93/11/EEC No 1885/2005 No 2024/3190 78/142/EEC
on nitrosamines on epoxy derivatives on BPA/bisphenols on VCM

Regulation 284/2011 Recommendation Recommendation
on plastic 2019/794 2017/84
kitchenware on FCM controls on MOH

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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Revision of FCM legislation

The revision will likely result in the replacement of Regulation (EU) 1935/2004
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Background to revision

 Basic act is approaching 50 years old (originally Directive 76/893/EEC)
EU authorised lists of substances since 1980s (RCF) and 1990s (plastics)

Rules on lead and cadmium but also old (1984)

Substance specific rules (BADGE, BPA, VCM)

More recently specific measures being implemented on recycled plastic

« Support from all stakeholders to improve the current EU FCM legislation and
for more EU harmonised rules beyond plastics

« JRC ‘baseline’ study published 2016 — FCM industry and national rules
 Evaluation carried out 2017 — 2020 and published 2022
 Revision of EU FCM rules announced May 2020

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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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=SWD%3A2022%3A163%3AFIN&qid=1654828869865

Problems identified: Why revise FCM legislation?

* |ssues raised

Beyond plastics, little or no harmonisation — lack of functioning of EU market and uncertainty
over safety

Harmonisation made difficult by issues with authorised list approach, inc. lack of assessment
capacity and prioritization of substances, up-to-date assessments and lack of focus on the
final article

Exchange of safety and compliance information in the supply chain is poor and ability to
ensure compliance is compromised; enforcement of rules on FCMs is generally poor

Rules do not sufficiently take into account the specificity of SMEs
Rules do not encourage development of safer and more sustainable alternatives

« Causes are inherent to the present regulatory system
- fundamental change to present system required to address issues

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
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preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.



Primary objectives of the revision

1. Ensure appropriate level of harmonisation across all materials
* Improve certainty over food safety
« Improve functioning of the EU market

2. Make rules more practicable, enforceable and achievable: Simplification

3. Achieve transparency and ultimately accountability regarding (final) materials
and articles

4. Improve competitiveness and legal certainty

For all primary objectives we keep in mind
» SMEs (particular focus on traditional and artisanal manufacturing)
» tools for compliance and enforcement
» level playing field (including internationally)
» sustainability

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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EU FCM revision: Main policy themes and pillars

Ve

Safety and sustainability of food contact materials (FCMs) -

A + B together represent the core possible approach

* A + B together to become the core of the future
risk management approach

e + new material categories to apply that approach

Information exchange, compliance and enforcement of FCMs

To support A+B (and C): verify safety, sustainability and ensure smooth functioning of the internal market

D. System for exchange of | E. System for verifying | F. Further develop
Information in supply compliance and official analytical
chain controls 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, which may be under validation or
preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.



The current work on the revision

* Number of targeted consultations with people who have significant expertise
and experience in the field of FCMs

« Discussion and documentation of experience and
ideas and possible solutions

* Interviews and workshops

« EXxperts not representing interests of a particular
sector, business or viewpoint but on basis of
individual expertise with backgrounds from industry,
academia, consumer interests, compliance and
enforcement

« Initial focus on pillar A, expanding gradually to other pillars...
« Wider consultation on developments with stakeholders when appropriate
 Finalisation of policy through impact assessment

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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Pillar A — main elements

1. Business operators to build complete knowledge on composition of FCM
« from moment substances, preparations and materials are declared/ intended for FCM
« presence of intentional and unintentional substances, throughout the supply chain —
« — migration potential (‘migratable substances’) in final food contact materials and articles

« details under discussion and to be defined which business operators must have what
knowledge

2. Use of GMP to control manufacturing processes

« Dbetter understand processes and improve knowledge on composition of substances,
preparations and other intermediate materials declared as suitable for food contact

« customers only procure substances, preparations and materials suitable for food contact

 possibility for certification scheme(s) or self-responsibility for validating GMP procedures
and/ or 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, 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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Pillar A — main elements

3. Undertake a risk assessment of migratable substances

 techniques including analytical verification or migration modelling needed to ensure real
migration levels under foreseeable/intended conditions of use do not have an adverse effect
on human health

« ensure compliance with specific restrictions (e.g. ban of substance, SML)
* link with Pillar B

4. Make information available
* in full to enforcement authorities

 all information necessary to ensure safety to be passed from business to business,
respecting defined legitimate business confidentiality

LR <> OJ§ <> CJ§ <> 0Oy

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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Pillar A — a view on complete knowledge

Composition instructions for use + migration data +
(focused on migratables) overall migration

Y Y

(final) (final)
FCMs FCAs
(‘Food Contact (‘Food Contact

substances
and
preparations

Food business
food-contact

intermediates

operators /
(not food consumers

Materials’) Articles’)
contact)
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quality assurance by

: . migration per surface area
intermediates producer 8 P

+ instructions for 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 gﬁ =
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.



Pillar A: engagement with experts

» over 50 experts selected
S based on personal
& expertise (including

& some experts from

v Member States)

> interviews and
workshops

» Next step better
articulated policy taking
account of the expert
views

September - December 2025 January - April 2026

v

Provisional outcome
* Refined and more detailed views on pillar A and how to attribute responsibilities throughout supply chain;
* Importance of detailed GMP rules highlighted,;

and...
« Good basis to further develop pillar A in a practical and regulatory sense;
« Method used to address pillar A lead by single external expert successful and will continue to be used;
« Developments to be shared at a later stage of the process.

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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next steps (short-term)

Pillar B — substances

« use of substances

 restricted substances

* hazard and risk assessment

Pillar F — novel analytical methods

* non-targeted screening methods (presence and controls of many substances at once)

* Dbio-assays (direct risk assessment of mixtures)

« finger-printing (special case of screening, highly standardised methods to identify products)

Discussion with expert groups during Q3-Q4, similar to Pillar A work

B

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.




Important disclaimer!

* The slides describe the ‘aspirations’ of
the revision

* These do not necessarily reflect the
reality of what will be the final legislation

« Some of these aspirations may not be
achieved, or be differently achieved

* Discussions with EFSA, Member States
and Stakeholders will be very important

e Success also relies on you!

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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EU legislation on FCMs

Regulation (EC) No 1935/2004 (objectives: human health and functioning of EU market)
Basic rules on safety, labelling, traceability, inspection and control, authorisation process

Guidance Regulation (EC) Regulation (EC) Regulation (EC) Directive Directive Regulation (EC)
on plastic FCM & No 10/2011 2022/1616 No 450/2009 84/500/EEC 2007/42/EC No 2023/2006
documentation on plastic FCM on plastic recycling on AIM on ceramics on RCF on good
manufacturing
practices

Directive Regulation (EC) Regulation (EU) Directive
93/11/EEC No 1885/2005 No 2024/3190 78/142/EEC
on nitrosamines on epoxy derivatives on BPA/bisphenols on VCM

Regulation 284/2011 Recommendation Recommendation
on plastic 2019/794 2017/84
kitchenware on FCM controls on MOH

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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‘new’ plastics:
Regulation (EU) No 10/2011

Intentionally used substances non-intentionally added
® All substances used to sut?stanc.e_s (NIAS)_
manufacture the plastic ® impurities, reaction
* must be authorised progucts, degeneration
(other substances cannot products
be used) ® no other substances
® subject to scientific opinion ® subject to risk
of European Food Safety assessment in

Authority (‘EFSA) accordance with
* subject to restrictions — e.g. internationally accepted

migration limits practices

. ® responsibility of
o pmuuristtybe of a high degree of business operators

' ° ber of NIAS much
* approximately 1000 num .
substances are authorised larger than authorised

eJ EFSA Journal

SCIENTIFIC OPINION

ADOPTED: 26 January 2022

doi: 10.2903/j.efsa.2022.7136

Safety assessment of the substance fatty acid-coated nano
precipitated calcium carbonate for use in plastic food
contact materials

EFSA Panel on Food Contact Materials, Enzymes and Processing Aids (CEP),
Claude Lambré, José Manuel Barat Baviera, Claudia Bolognesi, Andrew Chesson,
Pier Sandro Cocconcelli, Riccardo Crebelli, David Michael Gott, Konrad Grob, Evgenia Lampi,
Marcel Mengelers, Alicja Mortensen, Inger-Lise Steffensen, Christina Tlustos,
Henk Van Loveren, Laurence Vernis, Holger Zorn, Laurence Castle, Emma Di Consiglio,
Roland Franz, Nicole Hellwig, Maria Rosaria Milana, Stefan Merkel, Eric Barthéléemy and
Gilles Riviere

Abstract

The EFSA Panel on Food Contact Materials, Enzymes and Processing Aids (CEP) assessed the safety of
the substance identified by the applicant as ‘fatty acid-coated nano precipitated calcium carbonate’. It
is intended to be used as a filler in all plastics at up to 5% for contact with acidic food and at up to
40% for contact with all other types of food. Articles made with the substance are intended for long-

authorisation

Table !
4) 10

substances ol -
#’é .
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 Em H_
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.



Reqgulation (EU) 2022/1616; recycled plastics

The Regulation is to ensure that recycled plastic is safe

It covers all plastic food contact materials that have
recycled content

* recycled content originates from waste

The Regulation requires that:
» All recycled plastic content...
* in materials and articles placed on the EU market...
« that foreseeably come in contact with food...

« ...is manufactured with a suitable recycling technology!

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.




Regulation of recycled plastic

food contact materials

Plastic Food Contact materials Recycled Plastic Food Contact Materials
(Regulation (EU) No 10/2011) (Regulation (EU) 2022/1616)
* Focus: Composition * Focus: Decontamination
(Compliance with Regulation (EU) No 10/2011 required)

* Rules on: * Rules on:

« Substances authorised to « Collection, Decontamination, Use

manufacture plastics - Technologies, Processes, Installations
* Purity and other compositional - Authorisation (Technologies, Processes)

requirements

* Migration and verification of
compliance

 Official controls: compliance of products

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.

Good Manufacturing Practices
Documentation and Registration

Official Controls: compliance of production

-
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Decontamination of Recycled Plastic

Recycled plastic must comply with Regulation (EU) 10/2011
» the quality of the plastic itself should not be a problem; collected plastic must comply

Plastic waste contains contaminants - it needs decontamination
« Contaminants originate e.g. from use, mis-use, cross contamination during collection
* Required amount of decontamination depends on the quality of the waste

Decontamination technology is specifically intended to remove contaminants to
make it suitable for food contact

Regulation (EU) 2022/1616

 Strict requirements on collection and recycling
- Decontamination technologies and processes authoprised
« Recycling installations are audited Z)

* Presently mostly for PET .

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.



Regulatory permission to
manufacture recycled plastic

1. Establish suitable recycling technologies (prove the main principles)
« development via ‘Novel Technology’ procedure
« suitability assessment by EFSA; established as suitable by Commission
« presently:
o ‘mechanical PET recycling’
o ‘recycling from closed and controlled chain’

2. Authorise recycling processes (specific, detailed implementation)
« presently only for mechanical PET recycling
« authorisation procedure
« evaluation of process by EFSA; authorised by Commission

3. Register and Audit decontamination installations
* must use an authorised process
« compliant operation to be audited by local Competent Authority

. ‘comtpliance monitoring summary sheet’ — summary of good manufacturing
practices

Analogy to cooking: ‘process’vs. ‘installation’ ~ ‘recipe’vs. ‘kitchen’

e EF5A Journa
SCIENTIFIC OPINION

ADOPTED: 5 July 2018

doi: 10.2803/). ef=a N

Safety assessment of the process || ] ] based on
used to recycle post-consumer
PET into food contact materials

EFSA Panel on Food Contact Materials, Enzymes and Processing Aids (CEP),

Vittorio Silano, José Manuel Barat Baviera, Claudia Bolognesi, Beat Johannes Brischweiler,
Andrew Chesson, Pier Sandro Cocconcelli, Riccardo Crebelli, David Michael Gott, Konrad Grob,
Evgenia Lampi, Aliga Mortensen, Gilles Riviere, Inger-Lise Steffensen, Christina Tlustos,
Henk Van Loveren, Laurence Vernis, Holger Zorn, Laurence Castle, Vincent Dudler,
Nathalie Gontard, Cristina Nerin, Constantine Papaspyrides, Cristina Croera and
Maria Rosaria Milana

Abstract

This scientific opinion of the EFSA Panel on Food Contact Materials, Enzymes, Flavourings and
Processing Aids (CEF Pand) deals with the safety evaluation of the recycling proces

(EU register No RECY-CI.), which is based on the The decontamination
efficiency of the process was demonstrated by a challenge test. The input of this process is hot caustic
washed and dried poly(ethylene terephthalate) (PET) flakes originating from collected post-consumer
PET cont@iners, mainly bottles, containing no more than 5% of PET from non-food consumer
applications. In this technology, washed and dried PET flakes are preheated before being submitted to
wlid-state polycondensation (S5F) in a continuous reactor at high temperature under vacuum and gas
flow. Having examined the challenge test provided, the Panel concluded that the preheating (step 2)

authorisation

—— uthorisation

COMMISSION IMPLEMENTING DECISION
of XXX

authorising the mechanical PET recycling process ‘process name’ in accordance with
Regulation (EU) 2022/1616 on recycled plastic materials and articles intended to come
into contact with foods

(Only the English text is authentic)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Commission Regulation (EU) 2022/1616 of 15 September 2022 on recycled

Regulation (EC) No 282/2008!, and in particular Article 19(1) thereof,
‘Whereas:

(1 Regulation (EU) 2022/1616 provides that recycled plastic materials and articles can
only be placed on the market 1f the recycled plastic therein i1s obtained uvsing a
manufacturing process that applies a suitable recycling technology. Post-consumer
mechanical PET recycling is such a suitable technology. Recycling processes applying
this technology as set out as technology no. 1 in the list of suitable technologies
contained in Table 1 of Annex I to that Regulation, require an authorisation by the
Commission based on an application to be submitted to the European Food Safety

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and Authority (‘the Authority’). In accordance with Article 31(1) of Regulation (EU)

2022/1616. an application for authorisation submitted under Commission Regulation

Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation, whic (EC) No 282120087 is to be considered equivalent to an application received in

preliminary assessment. Only the Court of Justice of the European Union is competent to authoritatively interpret Union law.

accordance with Article 17(1) of Regulation (EU) 2022/1616.
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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.



ongoing amendment to
Regulation (EU) 2022/1616

To facilitate the automation of EU Register
« registration will be possible only if identified competent
authority in territory
To introduce new compliance documentation

 Declaration ‘P’ — for pre-processed material; includes
reference to certification (new)

* Declaration ‘A’ — recycled plastic (only small update)

» Declaration ‘B’ — post-processed recycled plastic
(update)

« Declaration ‘C’ — post-processed recycled plastic of
final composition (new)

Introduction of CN codes (TARIC, mainly for PET),
requiring the declarations

Some smaller matters

Expected entry into force late November

Table 6

Decumentation requirement upen release for free circulation in accordance with Article a(4)

[Reference number 6.1 CM codes applicable to PET

Declaration of comphance

ex 3907 61 00

Polviethylene terephthalate) having a viscosity number of 78 mle or higher,
recovered from waste, suitable or htended for food contact use

[Declarstion P, A or B

ex 3907 69 00

Other poly(gthvlene terephthalate), recovered from waste, suitable or intended for
Jood contact use

[Declaration P, A or B

ex 3915 90 20

Waste of polv(ethvlene terephthalate), intended for food coniact use

[Declaration P

ex 3023 30 10

Carboys, bettles, flazks and similar articles: of 2 capacity net exceeding two litres,
of polv(ethvlene terephthalate), with recycled content suitable for fbod contact use

[Declaration C

ex 3923 30 %0

Carboys, bottles, flasks and somlar articles: of a capacity exceedmg two bitves, of
polvethvlene terephthalate), with recyclad content suitable for food contact use

[Declaration C

ex 3920 62 19

Other plates, sheets, film, foil and stnip, of plastics, nom-cellular and not
remforced, lammated, supported or similarly combmed with other materials, of
polv(ethvlene terephthalate) of a thickness not exceeding 0,33 mm, with recyeled
content suitable for food contact use

[Declaration C

ex 3920 62 90

Other pletes, sheets, film foil and strip, of plastics, non-cellular and not
reinforced, laminated, supported or similarly combined with other materialz, of
poly(ethvlene terephthalate) of a thickmess exceeding 0,35 mm, with regycled
content suitable for food contact use

[Declaration C

ex 3919 10 80

Self-adhesive plates, sheets, film, foil, and other flat shapes, of plastics, in rolls of
awidth not exceeding 20 cm, of pelv(ethvlene terephthalate) with recveled content
suitable for food contact use

[Declaration C

ex 3019 90 30

Self-adhesive plates, sheets, film foil, and other flat shapes, of plastics, of
poly(ethvlene terephthalate), with recvcled content suitable for food contact use

[Declaration C

ex 3923 1090

Articles for the conveyance or packing of goeds, of plastics; bomes, cases, crates
and similer articles, of polv(ethvlene terephthalate), with recycled content suitakle
for food contact use

[Declaration C

ex 3923 90

Other articles for the convevance or packmng of geods, of plastics; of
poly(ethylene terephthalate) with recyeled content suitable for food contact use

[Declaration C

ex 3924 10 00

Tableware and kitchenware, of polv(ethvlene terephthalate) with recveled content
suiteble for food contact use

[Declaration C

ex 3924 90 00

Other househeld articles, of plastics, of pely(ethvlene terephthalate) with recyeled
content suitzble for food contzct uze

[Declaration C

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
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Declaration C, Food
Business Operators

« Declaration C must be provided at all marketing stages where
recycled plastic is placed on the market and no longer changes
composition

It should not be provided to consumers (‘at the retail stage’)
* Food business operators will always receive declaration C

« By derogation, food business operators do not need to
provided it to distributers and retailers, unless asked

* Note that the same provisions apply to imported food
* (imported food not subject to TARIC codes on recycled plastic)

(See Article 5a and Article 26a — both newly introduced)

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 ja
Reguirements for compliance documentation
1. At marketing stages other than the retail stage, business operators shall provide a
declaration of compliance in accordance with Article 16 of Regulation (EC) No
1935/2004 for materials and articles subject to this Regulation.

2. Busimes: operztors shall estzblish the declerstion: of compliance referred to in
paragreph 1 in zecordanes with Article 29

3. Busimesz ocperaters shall only accept plastic matenials, articles or food with
packaging subject to thiz Regulstion, that are accompamied by the approprizte
declaration of compliance.

4. By derogztien to parzgraph 1, food business cperaters thet use products with
recvcled content to pack food shall not be cbliged to provide 2 declaration of
compliznes to retzilers and to the distributers supplving to retailers where zll the
following conditions are met:

(a) relevant mformation and mstructions needed for the retailers to ensure
compliznce with thiz Regulation and for consumers to ensure the safe use
of the products contammg recveled plastics are provided through lzbelling
or through other apprepriats decumentation;

(b) eny mformation concernng the recyeled content of the products with
recycled plastics does not differ from the mformation contzmed m the
declaration received by the food busmess operator m accordance with
paragraph 1.

In this case paragraph 3 shall not apply.

Upen request from 2 competent authority, or from a retziler or distributor it supplies to,
a feod business operator that uzes recveled plastic materizl: and articles to pack foed
zhall provide within ten working davs from the request, where the request is madein
the context of 2 contrel by 2 competent autherity, or etherwize within twenty working
davs from the request, one of the follewing declarations of compliance:

(2) the declaration of compliznce that thev have received from their zupplisr;
(b} anew declaration of comphance 13sued by them.

3. Busmess operaters shall ensure that supportng documentation to demonstrate that
the products that they place on the market comply with the requirements of this
Regulation 1= stored m ther decumentation svstems at the tme of 13suance of the
declaration of compliance. In case of recvcled plastic, the documentation shall mclude
all relevant records kept in accordance with Article 7(4).

Supportmg documentation shall be made avalable withm ten workmg davs to
competent authorities on their request.

that it can be made availzble without delav az 2 single document that can be read and
printed with commenly available software.

7. The relezze inte free circulstion of the following products iz zubject to the
presentstion to the customs sutherities of the documentation listed in Teble § of Annex
I, under the zpecified commodity codes:

z) product: contammg recveled plastic memufactured with 2 suiteble recveling
technelogy where column 11 of Table 1 of Anmex T indicates “ves’, as well as partially
pre-processed plastic mput, plastic mput and recveled plastic mtended for uze m the
manufacture thersof, except packaged food, food processmg equipment and applisnces;
b) tebleware and kitchenware fallmg withm CN code ex 3924 10 00 and CN code ex
3924 90 00, if that contams recycled plastic;

) multi-laver sheets contammg at least one layver of recvcled PET used behnd a
functional barmer laver, mrespective of the composition of the barmier laver, as well as
plastic mput and recycled PET mtended for the meanufacture of such lavers of recyeled
PET.’




Electronic Registration System

Introduction of an electronic registration system —

new workflow
« Administrative support to the Union register -
gather all data through one platform.

» Single point of access and interaction for the
concerned stakeholders, who become able to

directly edit their data

 The electronic registration system is to implement
the business logic laid down in the legislation

Accessible by competent authorities from Member
States and third countries
« Member States authorities can read all

information

« Competent Authorities from both Member States
and thirds countries can edit certain information
related to the entities located in their territory

Implemented in the text through amendment of
articles 24, 25, 26.

itial regigty ap:
at lea;%gtg?hon

efore gt a ys
Droducticﬁ,of

ang4ning 30, 1o
inactivatgifore

I

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
ogCommission. 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.



Fill in copyright information.

Thank you

@@

© European Union 2026

Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of
elements that are not owned by the EU, permission may need to be sought directly from the respective right holders.

nuun!\\k
¢

o
et
.
*‘,‘*


https://creativecommons.org/licenses/by/4.0/

	スライド 1: Update on FCM legislation - revision of EU food contact legislation - EU legislation on Recycled Plastic FCMs
	スライド 2: Food Contact Materials - Background
	スライド 3: Food Contact Legislation
	スライド 4: Article 3
	スライド 5: EU legislation on FCMs
	スライド 6: Revision of FCM legislation
	スライド 7: Background to revision
	スライド 8: Problems identified: Why revise FCM legislation?
	スライド 9: Primary objectives of the revision
	スライド 10: EU FCM revision: Main policy themes and pillars
	スライド 11: The current work on the revision
	スライド 12: Pillar A – main elements
	スライド 13: Pillar A – main elements
	スライド 14: Pillar A – a view on complete knowledge
	スライド 15: Pillar A: engagement with experts
	スライド 16: next steps (short-term)
	スライド 17: Important disclaimer!
	スライド 18: (plastics) + recycled plastics
	スライド 19: EU legislation on FCMs
	スライド 20: ‘new’ plastics: Regulation (EU) No 10/2011
	スライド 21: Regulation (EU) 2022/1616; recycled plastics
	スライド 22: Regulation of recycled plastic food contact materials
	スライド 23: Decontamination of Recycled Plastic
	スライド 24: Regulatory permission to manufacture recycled plastic
	スライド 25: Public Register of recycling operators, facilities, installations, processes, schemes and novel technologies
	スライド 26: ongoing amendment to Regulation (EU) 2022/1616
	スライド 27: Declaration C, Food Business Operators
	スライド 28: Electronic Registration System
	スライド 29: Thank you

