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Today
• Revision

• State-of-play (short)

• Quality amendment
• Decision + amending act

• Recycling
• Correcting Act
• Amending Act

• AoB
• peppermill grinding wheels

Tomorrow
• Recycling

• Authorisations
• Register
• (Novel Technologies)

• BPA

Both days: break will be planned for best 
fit with on-going discussions

Agenda
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act
• 250 authorisation Decisions
• BPA
• quality Amendment
• Decision provisional list
• recycling Amendment
• recycling Correction

State
• Template completed – drafting of decisions underway – written procedure

• First draft provided, internal procedures underway – formal consultation to 
start in February, vote in April

• First draft provided, internal procedures underway – formal consultation to 
start in February, vote in April

• First draft provided, adoption February/March

• First draft provided, internal procedures underway – no formal consultation, 
vote foreseen 27 February

• First draft provided, internal procedures underway – no formal consultation, 
vote foreseen 27 February

Acts under preparation
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• To discuss the provided texts

• To explain our drafting

• To exchange views

• To prepare for consultation
• note: we will consult only on the main points and principles, not on drafting detail

Objectives
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• Drafting of discussion document in progress
• delayed because of high workload on implementation
• it will provide the basis for discussions in dedicated expert groups
• Organisation of expert groups being started

• On-going studies
• EY study on pillar D and E; report on options being finalised; final report in April
• ToR for study on sustainability finalised – procedure for the call is starting

State of play Revision
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• By means of a Commission Regulation:
• Amending Articles 3, 4, 5, 6, 7, 8, 10, 14 and 17 of the Plastics Regulation (Regulation 

(EU) No 10/2011), 
• Adding new Article 3a to the Plastics Regulation (high degree of purity)
• Amending  Annexes III, IV and V to Plastics Regulation (Regulation (EU) No 10/2011),
• Amending section B of the Annex to GMP Regulation (Regulation (EC) No 2023/2006)

• introducing also a new Annex C
• Adding new section C of the Annex GMP Regulation (Regulation (EC) No 2023/2006)
• Transitional measures

• By means of a Commission decision updating the provisional list 
• all 11 substances  included in the provisional list

Overview of amendments
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• By means of a Commission Regulation:
• Amending Articles 3, 4, 5, 6, 7, 8, 10, 14 and 17 of the Plastics Regulation (Regulation 

(EU) No 10/2011), 
• Adding new Article 3a to the Plastics Regulation (high degree of purity)
• Amending  Annexes III, IV and V to Plastics Regulation (Regulation (EU) No 10/2011),
• Amending section B of the Annex to GMP Regulation (Regulation (EC) No 2023/2006)

• introducing also a new Annex C
• Adding new section C of the Annex GMP Regulation (Regulation (EC) No 2023/2006)
• Transitional measures

• By means of a Commission decision updating the provisional list 
• all 11 substances  included in the provisional list

Commission Decision updating provisional list 
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• WG FCM January  2024 
• Have your say: March 2024
• PAFF April 2024
• EP election recess until 10 July 2024
• Scrutiny EP and Council
• Adoption  2024

Time-line
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Commission Decision updating provisional list 
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Mineral oils
Online FORUM on mineral oil hydrocarbons in food 18 January 2024
Planning

Substances
Chopped carbon fibre
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1. Reference in Article 4(1) does not include paragraph 8
2. Article 5(3) refers to ‘containers of’ instead of ‘containers with’
3. Article 10(4) states: ‘At the time of the notification, the recycler shall also publish a 

detailed initial report on…’; this should refer to ‘the developer’ instead of to ‘the 
recycler’#

4. Article 10(8) refers to itself and to paragraph 1-7 instead of 1-6
5. Article 14(6) states: ‘… the Authority [EFSA] may request the developers of the novel 

technologies under assessment to supplement the information available to it with 
information compiled in accordance with Articles 10 and 12, ...’; the reference to Article 
10 should only be to 10(3)-(5). The rest is not about information, or about information to 
competent authorities

6. Article 14(8) refers to Article12(1)(b) and (e); this should be to 12(1)(a) and (c)

Corrections to R 2022/1616
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• First internal draft was provided to you – may be subject to change
• we welcome your views
• vote in February still feasible

• Most matters we have seen before

• Some provisions are new; forthcoming from:
• Discussions with Industry on possible 66% limitation
• Preparation of authorisation decisions

Discussion on amendment to R 2022/1616
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• Why consider to introduce it? Two reasons:
1. deterioration of quality of polymers that are recycled many times
2. apparent rapid growth of import into the EU of plastic input to recycling

• Outcome discussion with industry
• reason 2 is the most relevant issue and is largely confirmed
• 66% limit not effective against reason 2  for now this limit will not be considered

• Alternative solution certification of plastic input
• Expedited work under Article 6(3)(c)
• Certification (declaration of compliance) of plastic input

Possible 66% limit on recycled PET content



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.

• EFSA assessment assumes a fixed maximum contamination level
• contamination in recycled PET = cleaning efficiency * contamination in input

• PET input must be compliant with Article 6 and Table 1 (Row 1 
Column 5)

• separately collected post-consumer PET, 5% non-food origin
• Regulation (EU) No 10/2011 applies

• Mechanical recycling processes can only recycle compliant input
• whether to be used up to 100% or less 

• Poor quality, or unknown origin should be considered a health risk

Importance of plastic input quality 
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• Indications that there is a higher level of contamination
• EFSA still applies the 3 mg/kg also to material from outside the EU, but there are doubts

• Compliance with Article 6 is far from ensured
• which collection system was used? compliance with 10/2011? mis-use?

• There is no apparent control mechanism
• No suitable TARIC codes, no Competent Authority, no documentation

• Driven potentially by cost savings, and desire to grow quickly

• (note, none of these problems are fully excluded in the EU internal market)

imports into the EU are particularly concerning
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• Two meetings with the major stakeholders (recyclers, beverage producers)
• 21 December to discuss the 66% rPET content limit

• outcome: instead of this limit, focus at documentation (not presently required!) and certification (Article 
6(3)(c))

• 10 January to discuss how to achieve certification 
• the recyclers will expedite their work on a standard, the regulation to provide legal support

• in the future we may lay down an annex referring to existing standards for this purpose
• certification (=declaration of compliance) of the input material at batch level

• including reporting requirements on origin and mode of collection
• to be implemented by means of the present amending Regulation

• Other outcomes
• There will be a questionnaire to help us better understand the situation on the market
• The stakeholder will consider monitoring, similar as required for novel technologies

Meetings with the Industry
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• Certification of the process
• Subject: GMP procedures used in waste collection and pre-processing
• Requirement: Article 6(3)(c)
• Certifying body: Third party (no further requirements at present)

• Certification of the product (i.e. the plastic input, ‘declaration of compliance’)
• Subject: (at least) the PET input used in a recycling (decontamination) process
• Requirement: No explicit requirement
• Certifying body: Not defined, but presumably the pre-processing operator 

Types of certification
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• Article 6(3)(c) is not being amended – no need

• we need to ensure that it becomes implemented as soon as possible

• application to be significantly postponed ( to 01/2026 or 10/2026) 
• counter intuitive given urgency, but the present deadline won’t be met
• step 1: standard, step 2: support by Regulation, step 3: auditing and certification
• later-on also accreditation of third parties (expected timeline is long)

certification under Article 6(3)(c)
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• Industry indicated they are not ready for third party certification
• Step 1: establish standard for certification
• Step 2: provide legal certainty over essential elements of that standard 

 add annex to the Regulation
• Step 3: start certifying

• Our estimate is two years at least:

• Accreditation of third parties may be needed
• Work to continue over the next few months

delay of entry into force of Article 6(3)(c)
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New obligations under Article 7
• Certificate is required and has 

to be retained for 5 years
• A sample to be retained
• Reporting to competent 

Authorities of quantity of input 
and recycled output to 
competent authority (to enable 
risk based enforcement)

• Should we require reporting 
from Member State to 
Commission?

Amendments: 
certification (DoC) 
of products (input)
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• First considered a correction because of 
inconsistency with Article 29

• However, more is needed

• Clarity over the supply chain stages 
at which a DoC needs to be provided

• Simplified model for stages at which 
part B of Annex III is not needed

• Basis is Article 16 of Regulation (EC) No 
1935/2004:

Amendment to Article 5(2)
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• Presently inconsistent with Article 29

• alignment with Article 16 of R 1935/2004
• up to and including the retailer
• explicit requirement for supporting documentation

DoC requirement in Article 5(2)
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• A DoC needs to be made available at all marketing stages
• collection and pre-processing (‘certificate’ in the present text)
• recycling, post-processing and further sales, DoC.
• retailers must provide only instructions for using a product, if not labelled

• This is to ensure that there is always documentation showing a business 
operator has taken its responsibilities regarding compliance

• It is also because there is no analytical way to detect non-compliances
• it helps CAs to enforce using a risk-based frequency
• it facilitates traceability
• it provides data

• It does come at an administrative cost
• collection and preprocessing
• operators using recycled plastic in their products

• It has been made urgent due rapid changes in market

DoC Conclusion
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• Was discussed before
• Register not yet fully operational
• Competent authorities have not yet finished auditing

Delay of suspension of installations
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a) BPA in the manufacture of plastics, varnishes and coatings, printing inks, 
adhesives, ion-exchange resins and rubbers

b) the use of other bisphenols classified as category 1A or 1B ‘mutagenic’, 
‘carcinogenic’, ‘toxic to reproduction’ or category 1 ‘endocrine disrupting’ for 
human health in accordance with Union rules on harmonised classification 
in the manufacture of varnishes and coatings, printing inks, adhesives, ion-
exchange resins and rubbers

c) the monitoring for BPA in BADGE-based heavy-duty varnishes and coatings 
and paper and board materials and articles containing recycled material

Subject matter and scope of the measure (Article 1)
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• Distinction between intermediate food contact materials and final food contact 
articles for clarity

• BADGE-based heavy-duty varnishes and coatings → clarification of the 
volume of containers (250 litres or greater)

• Bisphenol definition in order to clarify which other substances would be 
subject to a risk assessment and authorisation in case of harmonised hazard 
classification

• Batch → taken from Reg 2022/1616

• Not all definitions can be addressed

Definitions (Article 2)
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• The use of BPA in the manufacture of plastic, varnishes and coatings, printing 
inks, adhesives, ion-exchange resins and rubber FCM is prohibited

• Except in the synthesis of BADGE and derivatives for the production of 
heavy-duty food contact coatings (for containers above 250l or pipes)

• BADGE to be obtained in separate identifiable batches
• Must not be present with ND (0.01 mg/kg)
• Must not lead to reaction (e.g. hydrolysis) which liberates or generates BPA

• Except as disodium BPA in the manufacture of polysulfone resins for filtration 
membranes (ND)

Rules set out in the measure (Article 3)
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• BPA + epichlorohydrin = BADGE

• Only to be used for heavy-duty coatings (e.g. wine and beer vats, piping, 
cereal silos, transport tanks)

• Cannot be used in applications below 250l including packaging (smallest 
containers e.g. beer kegs)

• Down to 250 litres → surface area to volume ratio <1

• Liquid epoxy form should not contain any residual BPA → ND of 0.01 mg/kg 
should not lead to exposure above TDI

• Commission Regulation (EC) No 1895/2005 may need to be amended 

BADGE (bisphenol A diglycidyl ether)
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• Condensation reaction of the disodium salt of bisphenol A (BPA) with 4,4-
dichlorodiphenyl sulfone (EC No 201-247-9, CAS No 80-07-9)

• Critical as either a separation membrane or as a microporous support of a 
thin-film polyamide membrane to ensure food safety:

• purification of drinking water or sugar
• dairy processing, clarification and concentration of fruit juices 
• reduction or removal of alcohol from wine and beer

• Currently no alternative that is technically and economically feasible at 
commercial scale and which can provide the necessary mechanical strength 
and chemical stability for such applications 

Use of BPA in polysulfone resins
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Use of BPA in polysulfone resins



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 application of appropriate practices in the manufacture of these 
polysulfone resins can ensure that any presence of residual BPA in the 
polysulfone-based membrane is avoided or reduced to negligible amounts

• Such applications should not lead to exposure to BPA that poses a risk to 
consumers 

• Authorisation of disodium bisphenol A specifically for the manufacture of 
polysulfone resins for food contact membranes, provided that the migration 
into food is not detectable

• Annex I to Commission Regulation (EC) No 10/2011 is amended as such 
(Annex III of draft measure)

Use of BPA in polysulfone resins
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• Bisphenols classified as category 1A or 1B ‘mutagenic’, ‘carcinogenic’, ‘toxic to 
reproduction’ or category 1 ‘endocrine disrupting’ for human health in accordance 
with the criteria set out in sections 3.5, 3.6, 3.7 and 3.11 respectively of Annex I to 
Regulation (EC) No 1272/2008 may only be used in the manufacture of materials 
and articles if explicitly authorised

• Bisphenol → defined and set out in Annex I
• Applications for an assessment and authorisation within 9 months of the measure or 

classification; thereafter may be placed on the market until decision by Commission 
based on EFSA opinion. None foreseen at present

• Plastic not included per se as assessment and authorisation already required for all 
substances subject to Article 5 of Regulation 10/2011

Requirements on the use of other bisphenols 
(Article 4)
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• Mandatory monitoring for 
• BPA in heavy-duty BADGE-based varnishes and coatings
• presence in or migration from recycled paper and board FCM

• Frequency of 5% of batches or production run (P&B), selected at random
• Follow up when BPA detected to ascertain source, taking into account possible 

presence from source(s) other than FCM
• Reporting of methods and results to Member States every year including action 

taken to reduce levels where appropriate
• Member States to report levels to Commission

• Discussion on 
• (need for) action level – for P&B
• methodology

Monitoring and reporting (Article 5)
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• For BPA in heavy-duty BADGE-based varnishes and coatings
• Standard operating procedure for BPA in uncured liquid epoxy resin by LC-MS
• Views on LoD and determination in liquid resin as opposed to migration welcome

• For BPA in paper and board
• CEN/TS 17497:2020 extracts BPA from 5 g of paper in 10 ml of acetonitrile at 23 °C for 

24 h. Unclear whether the extraction of BPA is complete which may hamper comparability 
of results between different papers

• EN 15519:2007 extracts substances from 10 g of paper in iso-octane or 95 % ethanol at 
temperatures and contact times depending on the intentional use of the paper article. 
Also unclear whether the extraction of BPA is complete 

• Weight of the paper should also be determined (EN ISO 536) to recalculate the content of 
BPA in the paper as a mass per paper area potentially supporting exposure estimates

Methodology and reporting
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• Necessary to confirm that BPA has not been used in the manufacture of the 
relevant materials and articles

• Annex II:
1. the identity and address of the business operator issuing the declaration of compliance;

2. the identity and address of the business operator which manufactures or imports the material or 
article;

3. the [identity of the] intermediate food contact material or final food contact article;

4. the date of the declaration; 

5. confirmation that the material or article complies with the restrictions laid down in Articles 3 of this 
Regulation and the requirements set out in Articles 3, 15 and 17 of Regulation (EC) No 
1935/2004. 

Declaration of compliance (Article 6)
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• In general, 18 months after application of the draft measure for final food 
contact articles except for the following:

• final food contact articles intended to be filled with processed fruits and vegetables and 
processed fish (36 months)

• final articles on which a varnish or coating has been applied specifically to the exterior 
metal surface, applicable only to that exterior material (36 months)

• repeat-use final articles used as fixed components in professional food production 
equipment (e.g. moulding equipment, hoses, tubes, pumps, valves, closures, flanges, 
seals, gauges and sight glasses) (48 months)

• Manufacturers of intermediate FCM to notify 9 months in advance in DoC

• Packaging to be filled within 12 months after transitional period

Transitional provisions (Article 8)
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• Draft measure will be published for four-week feedback shortly

• Please wait on this draft text before providing written comments to us

• Vote foreseen PAFF 24 April 2024

Next steps
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• Micro plastics from peppermill grinding wheels

• Two possible approaches
• Article 3(c) of Regulation (EC) No 1935/2004
• Article 12 of Regulation (EU) No 10/2011

• What are your views?

AoB






