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Amendments to Regulation 
(EU) 10/2011

‘Quality Amendment’
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• 16th amendment (substances): 
• Commission Regulation (EU) 2023/1442 
 Published 12 July 2023

• Authorisation of DEHCH
bis(2-ethylhexyl)cyclohexane-1,4-dicarboxylate (CAS No. 84731‐70‐4, FCM No 1079)
• Commission Regulation (EU) 2023/1627
 Published 10 August 2023

• Quality Amendment: drafting on-going

Overview
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• Process 
• Internal EC discussion draft
• Further discussion WG 17 November 2023; intention to vote in PAFF first half 2024

• Alignment with recycling regulation
• Manufacture of substances from waste (Article 1(3) R 2022/1616, ‘chemical recycling’)
• Revision of ‘layer approach’
• GMP requirements (amendment of Annex to Regulation No (EU) 2023/2006)
• Declaration of compliance – introduction of recycled content

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

• Biocides
• Separate Commission decision removing biocides of the provisional list
• removal of the provisional list + derogation for substances authorised under BPR

• Other amendments / clarifications
• Aging: clarification of ‘Stability rule’ + provision on aging
• Retailers to receive a DoC
• Changes to testing requirements,, assignment cheeses

Background quality amendment
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Bisphenol A (BPA)

Brief update/ some issues to discuss today
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• 19 April: EFSA opinion published  – SML 20,000 times lower than before

• 23 May: Commission announced the initiative on bisphenol A (BPA)

• 5 – 6 July: Initial discussion in Expert Working Group

• 18 July: Webinar for stakeholders + follow-up Q&A (in Commission’s FCM 
document library

• 15 September: First deadline for initial request from businesses for extended 
transitional period beyond 18 months

Reminder 
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• Industrial-scale coated applications

• BADGE

• BPA as contaminant in e.g. recycled paper and action levels

• BPA based FCMs with trace migration levels in membrane applications used 
for purification e.g. polysulphones
Polysulfone resins are synthesized by condensation of the disodium salt of BPA with 4,4-

dichlorodiphenyl sulphone (EC No 201-247-9, CAS No 80-07-9) (EFSA CEF Panel, 
2015)

Purification of water, dairy processing, clarification and concentration of fruit juices, de-
alcoholisation of wine and beer, purification of sugar.

Topics to briefly reflect on today
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Industrial-scale applications

• Current storage for cereal, oilseed and protein based food is estimated above 
300 million tons for the EU

• No development so far for alternatives – technology used for can coatings not 
applicable

• No data available on typical migration levels of BPA

Topics to briefly reflect on today
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BADGE

• Cured epoxy resins = epoxy resin + hardener to produce a thermoset polymer

• Traditional coatings are polymer chains of:
1. BPA + epichlorohydrin → BADGE
2. BPA + epichlorohydrin → BADGE + BPA

• Thermally cured with co-reactive resin (e.g. phenolic resin + reactive groups

• Residual BPA?

Topics to briefly reflect on today

+  → +  
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BPA as contaminant in e.g. recycled paper and action levels

• RASFF AA23.4517 → BPA and BPS in paper napkins

• BPA → 157 µg/kg (Reg 1935/2004 legal limit: 50 µg/kg); BPS 82.5 µg/kg

• Cold water extract according to EN 645 (more similar to migration than 
acetonitrile extract)

• Also migration test: 10% ethanol used (simulant A of Reg 10/2011) in a 
migration cell → migration lower 137 µg/kg 

Topics to briefly reflect on today
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• Measure currently being drafted

• Discussion and written comments from MSs

• Four-week feedback from stakeholders

• Vote PAFF

Upcoming action points (autumn – winter 2023)
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• Novel recycling technologies are assigned a novel technology number (‘NTN’).

• 26 Novel recycling technologies dossier received till today
• Majority from EU MSs
• Novel Technology 

• Close Loop
• ABA
• Chemical recycling

• Process to be followed as described in Art 10,11 & 14, Com Regulation (EU) 2022/1616

• Evaluation of the dossiers, guidance & Timeline : MSs CAs & COM

Part 1: Register and Registration
Novel Technology
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• The Register Lists contains limited information's, as described in 2022/1616, 
COM could provide information's missing from the CAs, 

• Data to be revised and renewed in regular basis (once per quarter) in order to 
be up to date & facilitate the control and audit process

• Ongoing work with IT department, in order to build up an IT system to 
facilitate all the information received in the Register.

Part 1: Register and Registration
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1. Register Forms:

• EU Survey: All forms under one
• 1, 2, 3 & 4 Forms merged in one

• https://ec.europa.eu/eusurvey/runner/123RECYCForms

• Novel Technology form available 
• https://ec.europa.eu/eusurvey/runner/5RECYCLNovelTechn

ology

Part 3: Where to find (1) Register EU Survey forms & 
(2) Register Lists

2. Register Lists:

• Resources for plastic recyclers (europa.eu)
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• We did not ask you in particular to prepare any questions

• But we will try to answer to our best abilities

Questions and Answers
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AoB: 
Better Training for Safer Food

Ongoing and forthcoming courses on FCMs
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SESSION START DATE END DATE CITY COUNTRY

1 04/02/2020 07/02/2020 Leipzig Germany

2 09/05/2023 12/05/2023 Leipzig Germany

3 20/06/2023 23/06/2023 Vienna Austria

4 10/10/2023 13/10/2023 Treviso Italy

5 14/11/2023 17/11/2023 Vienna Austria

6 20/02/2024 23/02/2024 Treviso Italy

Auditing of plastic recycling processes for FCM 
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FCM - Control, marketing & use

SESSION START DATE END DATE CITY COUNTRY

11 25/09/2023 28/09/2023 Valencia Spain

12 16/10/2023 19/10/2023 Porto Portugal

13 20/11/2023 23/11/2023 Bratislava Slovakia

14 22/01/2024 25/01/2024 Bologna Italy

15 04/03/2024 07/03/2024 Valencia Spain

16 15/04/2024 18/04/2024 Bratislava Slovakia

17 27/05/2024 30/05/2024 Bologna Italy

18 08/07/2024 11/07/2024 Bratislava Slovakia

19 09/09/2024 12/09/2024 Porto Portugal

20 21/10/2024 24/10/2024 Valencia Spain
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Further information
• https://better-training-for-safer-food.ec.europa.eu/training/course/index.php?categoryid=52

• Please contact your national BTSF contact point to participate!
https://better-training-for-safer-food.ec.europa.eu/training/mod/data/view.php?id=43

• E-Learning online resource: https://better-training-for-safer-
food.ec.europa.eu/training/course/info.php?id=220
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Thank you

Happy to receive questions…
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