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• Safety is insufficiently defined at EU level for most FCMs (lack of harmonisation)

• Safety of migrating substances is not transparent – is an FCM actually safe?

• Public authorities have insufficient capacity to 
• risk assess all substances
• harmonise and manage specific FCM rules under the present system
• comprehensively enforce compliance and safety

(this is not a criticism, but an observation, we expect the evaluation of policy options to confirm)

• Specific detailed rules with ever increasing complexity – problems may be left in fog

• The use of certain chemicals is no longer automatically accepted

• Environmental challenges call for more sustainable production and use

• New products are entering the market that challenge present categories

Challenges (reworded from evaluation)
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• Strengthen Article 3 – FCMs are to be inert – migration to be the exception
• and as migration is unavoidable, it shall not adversely affect food safety/quality
• rules to encourage inherently safer FCMs – ‘limits’ no longer driving force
• rules to drive innovation towards safer materials

• Ensure we can effortlessly know that a final material is safe

• Keep new rules simple, practicable, enforceable and achievable

• Ensure there is full harmonisation, level playing field, including imports

• Ensure high level of transparency over composition and sustainability

(inherent safety: materials have been produced fewer toxic substances, so less controls such as limits are needed)

Objectives of the Revision (‘aspirations’)
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What information to 
provide?

• All substances in 
product with 
migration potential 
above cut-off

• Exclude presence of 
certain categories 
(tier 1 substances)

• risk assessment 
(B)

How to provide it

• supporting 
documentation

• via IT system (D)

• keeping information 
up to date

(it is to be provided 
‘continually’)

Data management

• definition of IT 
system

• data 
• ownership

• formats

• storage

• rules for handling 
proprietary data

A: Legislation would consider
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Accountable for final material

• all substances that may migrate 
are known by the producer of 
the final material or article

• the maximum migratable quantity 
is known (GMP required)

• substances have been risk 
assessed

• no difference between NIAS and 
IAS

• the information is provided by 
the supply chain

Drivers

• Inherent safety: 
Producers have reason to keep materials clean 
and simple

• Simplification:
No detailed rules on starting-substances and 
supply chain needed

• Transparency:
It is immediately clear what migrates from a 
specific FCM, and in what amount

Barriers

• Information flow
final producer depends on supply chain

• confidential information
commercial practices prevent transfer of certain 
information on composition

A: shifting focus on final materials



13/02/2023

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.

What does this mean?

• Substances are no longer prioritised for risk assessment and risk 
management purely on the basis of the need to authorise their use in the 
manufacture of FCMs

• Rather, ‘migratables’ should be assessed according to a number of criteria 
including identified hazardous properties, use, migration, exposure, grouping 
and combination effects, vulnerable populations, essentiality

• Different levels of risk assessment and possible risk management depending 
on these criteria

B: Prioritisation of assessment of substances
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A basic tiered system…
• Tier 1: Prohibition of use/presence
• Tier 2: Risk assessment by authorities
• Tier 3: Risk assessment by operators

..based on generic risk / hazard:
• Tier 1: e.g. CMRs, EDs, PBTs and vPvBs. 
• Tier 2: Other substances of concern, e.g. 

neurotoxins, immunotoxins, substances in 
nano-form or that migrate in high amounts

• Tier 3: More benign substances

Drivers

• Prioritisation / resources
• Harmonisation (more materials)

• Focus on final material (more substances)

• Commission policy on substances of 
concern/ most hazardous substances

• One Substance One Assessment

• Inherent safety

• Need to include updated scientific 
knowledge

B: Prioritisation of assessment of substances
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Where should the information come from?

• Supply chain/ business operators
• Information on starting substances and other migrating substances via screening
• Toxicological information, migration data, risk assessments

• EFSA (existing data and risk assessments)

• ECHA
• Information on substances registered under REACH, risk assessments including those on 

drinking water materials, SVHC identification etc

• Member States
• National lists and existing risk assessments

• One Substance One Assessment principle should apply
• transparency and access to data

B: Prioritisation of assessment of substances

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
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Risk management tools

• Prohibition for tier 1 substances
• Ban on their use or in the manufacture of FCMs or presence or migration

• Restrictions for tier 2 substances
• Use in manufacturing, presence in final FCM, migration, conditions of use, labelling

• EU risk assessment and positive/ authorised listing
• Substances that are ‘essential’, for specific uses, potentially subject to a transition time

• Materials which should be prioritised for safety assessment and market access e.g. 
based on sustainability and innovation

B: Prioritisation of assessment of substances
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Essential use of FCM substance 

• In principle for tier 1 substances for which a hazard-based approach would 
be taken

• A specific risk assessment of the substances in question (taking into 
account migration, exposure etc) would be required

• An evaluation of alternatives would be required

• Criteria need to be laid out in accordance with the principles agreed across 
chemicals legislation (awaiting Commission output as part of CSS)

• Decision making body: Commission and/ or Member States?

B: Prioritisation of assessment of substances

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

• Main Materials
1. Synthetic organic type materials

(plastics, rubbers, coatings, inks, 
adhesives, …)

2. Natural organic type materials
(wood, fibres, plant-based) 

3. Inorganic based materials including 
metals

applying A+B to specific material groups

• Special materials
(made from 1, 2 and 3)

4. Active and Intelligent materials

5. Recycled materials

6. Composites (paper, multi-material)

grouping is done on the basis of a high similarity in applicable rules
i.e. if substances can be regulated in the same way, they will be in the same group
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• Plastic and rubbers (including silicones, etc.), coatings, adhesives, inks

• Also to include:
• additives of the same composition to be added to other groups (e.g. additives to paper)
• liquid materials used to manufacture or maintain FCMs (lubricants, detergents)
• refined materials from a natural origin (17th amendment discussion)

• To be risk assessed and used in accordance with the tiered system (B)

• To be subject to
• information transfer requirements in the supply chain (A)
• a single set of rules on verification of compliance (F)

1: synthetic organic type 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,
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• Unrefined material gotten from nature 
• e.g. wood (pulp), cotton, and processed sugarcane, that hasn’t been purified
• still a question: really only organic or also inorganic? presently the first

• Each material may contain hundreds of substances
• cannot be subject to the approach set out in A+B; substances cannot be identified
 they need to be regulated differently

• Approach: positive list following EFSA assessment?
• e.g. list of species / parts of species assessed under EU responsibility
• authorised uses, harvesting + processing techniques, …

• EFSA is presently discussing their approach towards this material group

2: Natural organic type materials
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• Metals, ceramic, glass, (natural?) stoneware

• Rules to be as simple as possible - list of migration limits
• rules to apply to the elements, e.g. regulated on the basis of a list of migration limits 
• tier 1 to apply (B)
• CoE guidance / table 1 of Annex II to Regulation (EU) 10/2011

• How to deal with certain species with a particular hazard?
• e.g CrIII/CrVI, TiO2 vs Ti, …
• non-dissociating species, nano-form

• Regulate those species with additional limits / positive or negative list?

3: Inorganic based materials
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• All material of which the composition 
intentionally changes after production

• but not substances intentionally released to 
the food to have technical function in the food
 food legislation

• Materials to comply with group 1-3 to which 
they belong, however

• Substances that are formed/present in the 
FCM subject to A+B (A)(B)

• these substances are to be known
• active nature to be fully taken into account, 

including reaction products

• Wider scope than at present
• not only about shelf-life of packaged foods
• also for instance anti-oxydants in plastic

• Rules also to control specific aspects of use
• applications
• contact with the food (pouch, capacity)
• type and quality of container

• Possible approach
• passive component group 1-3
• generic list of materials commonly used

(e.g. main absorbers, anti-oxidants), and,
• decisions addressed to individual operators
• tiered system to apply
• functional barrier will not explicitly apply (A)

4: Active (and intelligent) materials
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Recycled plastics

• Regulation (EU) 2022/1616 to apply

Recycled paper and board

• Rules to be similar to plastic approach
• assumptions on presence of contaminants
• decontamination efficiency

+ rules for dealing with printing inks / MOH ?

• possible use of standards

• general prohibition of substances beyond 
FCM? (e.g. certain inks, MOAH)

5: recycled 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,
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Multi-layer multi material materials

• layers are flat

• in principle A+B could apply to each 
layer, based on material group 1-3

• However less migratable
substances if barrier layers used

• Reliance on migration modelling + 
testing

Other composites

• typically particles/fibres in matrix

• in principle A+B could apply to both 
particles and matrix, group 1-3

• special rules for major composite 
material groups, e.g.

• paper and board
• plastic / natural material composites

6: Composites
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• Positive lists are at present the central element – are they to remain?
• both EU positive lists, National positive lists

• Authorisation of tier 2 substances likely to be very specific to use
• no positive lists according to the present model
• positive lists may have role in transition to new model

• Tier 3 substance used on basis of risk assessment by business operators
• no positive lists according to the present model
• present positive lists may have role in starting point for risk assessment + transition

• Potentially a limited use of positive lists in material groups
• List of suitable natural materials
• List of certain inorganic compounds (mostly as a derogation to migration limits)

Positive lists

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
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• A: putting the focus on the final materials
• migratable substances need to be known and risk assessed
• below a certain (to be defined) level only presence of Tier 1 substance needs excluding
• information on composition to be delivered by supply chain

• B: prioritising the assessment of substances
• tier 1: generic rules to apply to the use of most hazardous substances
• tier 2: risk assessment by public Authorities – width of tier depends on capacity
• tier 3: more benign substances assessed by business operators
• OSOA applies – risk assessment to be available

• Rules on specific materials define how A+B are applied in practice

Summary pillar A+B
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• C to be discussed under next agenda point

• D + E in summary
• to facilitate information exchange on composition (‘migratable substances’)
• to facilitate access to information on risk assessment
• to facilitate enforcement

Pillar C+D+E – limited discussion today

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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• Present: focus on enforcement of migration limits under OCR
• in practice, only a very limited number of substances is routinely subject to verification of 

compliance by competent authorities on the basis of analytical methods
• in many cases methods do not exists, or accreditation does not exist

• Future:
• lower importance of migration testing (A)
• rules to be made specific to the tiered approach (B)

• Tier 1: confirm absence
• Tier 2: the present approach?
• Tier 3: screening

• consider novel approaches (e.g. screening / finger printing approaches)
• rework migration testing (Annex III + V to R 10/2011) to become generally applicable

F: Analytical methods
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• The previous slides describe the ‘aspirations’ of the revision

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

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

• Discussions with Member States and Stakeholders will be very important 

• The next slides explain how we intend to work

Important Disclaimer

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.

• Commission to focus on the main regulatory issues
• materials, tiered system, analytical methods, verification of compliance
• specific study on analytical methods

• Other studies
• Study on IT architecture and enforcement – contractor – EY – kicked-off last week
• Study on consumer perceptions – final phase
• Study on sustainable FCM – to be defined – planned middle 2023

How will we work? Studies
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• Step 1: discussion paper to be disseminated to MS and stakeholders
 based on view of Commission Services

• Step 2: definitions of Expert WGs for main pillars (A, B, and F)
• pillar C + D and E subject to separate studies

• Step 3: Expert WGs to refine and steer the discussion paper
add their view

• Step 4: consolidate views in new discussion paper

• Step 5: Commission to continue impact assessment on basis of that paper

• Step 6: Discussion on policy options

• Step 7: Final report  basis for Commission proposal

How will we work? Discussion paper

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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• We will encourage discussions on alternative solutions

• The objective of the revision will be leading
• High level of safey, Transparency, Prioritisation, Harmonisation

• Solutions need to be implementable in practice
• e.g. if solution requires resources that are not available, it is not a solution
• if it takes time to implement a solution that is not necessarily an issue

• Experts will be welcome to disagree
• but will be asked for alternative approaches if they do so ;-)

How will we work? Discussions
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• It will explain and discuss the detailed elements of revised FCM leglislation

• It will explain and discuss the options for implementing these elements

• Options will be based on implementation level
• limited implementation  what happens if the element is not implemented
• intermediate implementation  the element is only to a certain extent implemented
• full implementation  the element is implemented

• Impact will then be assessed on the basis of scenarios of options
• options to be combined so that they actually can function

How will we work? Options

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
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• the agenda of future working groups will keep the same agenda points
• general discussion
• progress per pillar will be reported

• participation at individual level in expert WG per pillar + studies

• final discussion paper to be presented for feedback in WG (step 4)

• discussion on finalised options (step 6)

How will we work? Working Groups



13/02/2023

19

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.

• We try to organise the expert WGs in Q2, continue Q3

• That means our discussion paper needs to exist soon

• Step 4-6 in Q4

• Several potential sources of delay
• reform ambition itself – open questions
• present implementation work

How will we work? Time-line
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• We are considering and working on major reform of FCM domain

• The work is organised in 6 pillars
• final materials, risk assessment/prioritisation, sustainability
• Information infrastructure, enforcement, analytical methods

• At the end of 2023 we strive to have agreed working paper
• main concepts, options, implementation scenarios

• In 2024 further work particularly on finalising impacts

• In 2025 work towards legislative text

Messages
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• Rules to ensure the safety of reusable FCM and their safe (hygiene) reuse, 
e.g. food delivery systems, supermarkets, HoReCA.

• Rules to enable the recycling of food contact waste back into food contact
From only plastics to all materials

• Rules to facilitate the safety of innovative and sustainable materials
• e.g. plant-based and bio-based

• Incentivize the development and use of more sustainable 
• production methods e.g. best available practices, transparent resource use
• materials EU assessment of “green” materials

• Information to enable consumers to make informed choices, 
• e.g. footprint of packaging versus food, reusability of articles, making the 

sustainable choice the safe and convenient one.

C. Supporting safer and more sustainable 
alternatives

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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C. Supporting safer and more sustainable alternatives –
Next steps

• New objective

• Adds to work to ensure safety of sustainable materials 
• Study to assess impacts and options in 2023

• Measures to support environmental objectives set by PPWR and 
possibly Eco-design and Sustainable Food Systems

• Material consequences and response – e.g. recycling of paper and board
• Food supply chain consequences and response – e.g. hygiene rules (GMP)

• Going beyond  intervention logic, objectives and measures/policy 
options towards safe and sustainable production and use of FCM
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• Citizen focus groups study. Objectives:
1. Gain understanding of the habits and behaviours of consumers with regards to FCM, 

particularly on the topics of safety, hygiene and sustainability; 

2. Obtain in depth understanding of the needs and preferences of consumers with regards 
to FCM; particularly on the topics of safety, hygiene and sustainability; 

3. Understand the information needs with regards to FCM: the type of information that is 
needed, the way it should be communicated

• Practical exercises completed in 8 Member States

• Final report due this month; presentation of results foreseen next WG

Ongoing study work for revision of EU FCM rules

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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• contractor is working – delivered inception report – discussion on-going

• some of you have already been contacted

• no substantial feedback

study on Pillar D + E
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• We are aware of several issues
• Limits and testing partly out of sync with Regulation (EU) 10/2011
• Outdated scope – wider geographical range + melamine could improve effect
• Tableware in or out of the scope – clarified via note, some apparent doubts

• tableware considered in the scope

• Several more minor issues related to other provisions
• Discussion on reporting systems

• The first 4 points can only be solved by means of an amendment
• outdated legal basis (old official control Regulation)
• not a priority

Observed 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,
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17th Amendment to Regulation 
(EU) No 10/2011 on plastic FCM
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• Presently foreseen time-line
• 2022: initial consultation over certain specific provisions (inputs received)
• Late February: Internal consultation in the Commission
• Feedback consultation with stakeholders (earliest mid March)
• Discussion next WG (20 April)
• Vote in April unlikely

• To note: priority on revision and recycling

• Delay by about 5 weeks versus December Discussion

Time-line

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
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• Main motivation alignment with recycling regulation
• Manufacture of substances from waste (Article 1(3) R 2022/1616, ‘chemical recycling’)
• (revision of ‘layer approach’) + SML for plastic inner layers under Article 14
• reprocessing of plastic (off-cuts and scraps)
• GMP requirements (amendment of Annex to Regulation No (EU) 2023/2006)
• DoC – introduction of recycled content

• Natural materials
• purity of substances + use of authorised natural materials

• Biocidal substances – possibly
• removal provisional list + derogation for substances authorised under BPR

Background 17th amendment





13/02/2023

30

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.

• Ensure that plastics in scope fo Regulation (EU) 2022/1616 are used in 
accordance with that:

• Note, remark from a Member State: 
shouldn’t there be a link in Article 4 to Article 17, 18, Annex III and Annex V?

• there is no reference to Chapter V in point (e)

Article 4 - Recycling
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• main alignment may cause problem with ‘layer’ approach under R 10/2011
• at present we consider this likely not problematic for alignment with recycling, should we still change it?

• E.g. Article 5 says:
• Only the substances included in the Union list of authorised substances […] set out in Annex I may be 

intentionally used in the manufacture of plastic layers in plastic materials and articles.
• Also Article 6 and 8 refer to layers in this way
• the Regulation doesn’t say that layers need to be flat

• Why? Because R 10/2011 includes plastics that are printed or coated
• to apply the OML and SML to printed or coated plastics, but not the other compositional requirements

• Alternative approach is to remove references to ‘plastic layers’ in Article 5, 6, 8
• and include a derogation for substances in printing inks and coatings in Article 6
• ‘substances other than those included in the Union list may be used in the manufacture of coatings and 

printing inks applied on plastic materials and articles subject to other applicable specific measures and 
national law,

Layer issue
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• Applications for silver substances evaluated under BPR:
• silver zeolite, silver zinc zeolite, silver copper zeolite and silver sodium hydrogen zirconium 

phosphate 
• evaluated based on two representative uses including FCM i.e. the incorporation of silver 

compounds into food contact materials to avoid cross contamination with pathogens
• Based on the evaluation reports by the competent authority of Sweden, ECHA issued 

opinions recommending non-approval due to lack of efficacy and due to the identification 
of unacceptable risks for human health   

• ECHA and EFSA have issued a joint document

• EFSA has recently (2021) given a positive opinion on silver nanoparticles to be 
used in FCM, using the revised ADI for silver determined by ECHA

Biocides in FCM: Recent risk assessments
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• Once non-approval of the silver substances for PT4 may be adopted for the 
BPR, it is no longer legal to place FCM on the market containing those active 
substances

• Other substances on the provisional list and silver nanoparticles are not 
supported by a valid application or approval for PT4 under the BPR

• BPR supports: 
• a risk assessment and approval process for biocidal substances to be used in FCM and 
• subsequent authorisation of the biocidal product to be incorporated into the FCM and 
• possibility to set restrictions (SML) if required

Biocides in FCM: Conclusions
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• Since substances on the provisional list are not supported by an approval or 
valid application under the BPR, the provisional list will be withdrawn and Article 
7 deleted

• FCM substances providing a biocidal function as an additive in plastic FCM will 
be subject to Article 6 (i.e. a derogation subject to the BPR)

• Follow-up to EFSA opinion on silver nanoparticles via Article 11

Biocides in FCM: Way forwards
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• Derogation is introduced in Article 6

• If appropriately authorised under the BPR, the substance can be used in plastics
• may require the definition of a migration limit
• biocidal processing aids, etc., do not have function in final material  NIAS

• Article 7 is deleted – including the provisional list therefore!

Biocidal substances in plastics
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• We consider the purity requirement requires strengthening

• Article 1(3) of R 2022/1616 states:
• This Regulation shall not apply to the use of waste to manufacture substances included 

in the Union list of authorised substances in accordance with Article 5 of Regulation (EU) 
No 10/2011 [...], when intended for subsequent use in accordance with that Regulation

• Recyclers need legal certainty: ‘novel technology’ or Article 1(3)?
• main issue is level of contaminants – when is the ‘purity suitable’?

Article 8 -
purity
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Reasons

• ‘chemical 
recycling’
(quantifiable 
maximum 
contaminant level)

• natural substances

• NIAS
(when to apply 
Article 19?)

• New structure of Article 8

1. substance to correspond to its identification and specification in 
table 1 of Annex I

2. shall be of a technical quality and suitable for the intended and 
foreseeable use of the materials or articles, and shall be of a 
high degree of purity

3. Substances recovered from waste in accordance with Directive 
2008/98/EC  may only be used in the manufacture of plastic 
materials and articles in accordance with Article 1(3) of 
Regulation (EU) No 2022/1616, and shall be of high degree 
of purity. 

• So, what is a high degree of purity?

Update of Article 8; high degree ofpurity
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• not a lot of feedback

• A = 10 ppb (0.01 mg/kg)

• B could be
• 0.15 ppb (TTC, 0.00015 mg/kg)
• 1 ppb

• However
• detected substances not identifiable
• NIAS not available for tox testing
• other practicable difficulties

• Solution
a) reason that most substances are unlikely to be 

toxic, B to be higher, and/or
b) provide derogation if supply chain excluded 

presence of genotoxic substances, or
c) long transition time…?

Article 8(5)
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Additional provision Article 8, Article 9
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• Certain filler materials are covalently bound to the polymer chains
• Glass fibres using Glymo, organic materials may be bound in a similar way
• does that chemical link make them starting substances?
• No, they remain additives, bulk (most of the polymers contained in them) do not react

• We will consider to add to Article 9 the following:

‘3. Substances meeting the definition of ‘additive’ which are in the form of 
solid particles or fibres of which only the surface is covalently bound to the 
polymers contained in the plastic shall be considered additives.’

Can particles be starting substances?

This presentation is intended to facilitate discussion and understanding of the matters presented. It does not necessarily represent a final position and does not
commit the European Commission. The European Commission accepts no responsibility for the accuracy of any data or information contained in this presentation,
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• Stability rule
• to be discussed next
• stability rule is not a 

requirement on composition
• it a testing requirement

• New provision on aging
• Article 10(3)
• would this make sense?
• provision needs clarification; 

present wording just 
illustrative

Repeat use
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• Discussed as part of 
old 16th amendment

Labelling 
provisions
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• Article 14 to 
introduce migration 
testing

• Ensure safety in a 
changing market, 
particular in view of 
recycled materials

Article 14
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• Update of Cheese 
assignments

• Also discussed 
under 16th

amendment

Annex III
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• Update to DoC

Annex IV
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Other Amendment to Regulation 
(EU) No 10/2011 on plastic FCM
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Precautionary measure that lays down a limit for styrene. 

TiO2 interdiction 

Authorisation of one new substance 

18th amendment
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Authorisation of one new substance 

Substance bis(2-ethylhexyl)cyclohexane-1,4-dicarboxylate (DEHCH, FCM No 
1079)

• Additive (plasticiser) in poly(vinyl chloride) (PVC) at up to 25% w/w in contact 
with in contact with foods for which simulants A (10% ethanol) and B (3% 
acetic acid) are assigned, at room temperature or below (refrigerated and 
frozen). 

• SML 0.050 mg/kg food 

18th amendment
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State of play 

• Precautionary measure that lays down a limit for styrene

Guidance value of 20 ppb determined by the WHO for drinking water on the basis of a TDI 
and a 10% allocation factor (exposure from food is half of that from drinking water). 

 precautionary limit of 40ppb

• Testing methods => ongoing discussion

• Transition period (36th months / 9 months to include the amount of styrene monomer 
in DoC)

19th amendment
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Thank you

Happy to receive ques ions…


