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Topics

- Compliance with requirements of Reg. 1935/2004 and Reg. 2023/2006

- Paper and board for food contact – general requirements

- Guidelines and Non-harmonised legislation

- Safety validation of substances: assessment tools

� Example: Octadecenyl succinic anhydride (18-ASA) 



Compliance with Reg. 1935/2004
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Reg. 1935/2004 - Article 3 - safety

No transfer their constituents into food in quantities which could endanger 

human health or bring about an unacceptable change in the composition of the 

food or bring about a deterioration in the organoleptic characteristics thereof.



Compliance with Reg. 1935/2004
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Reg. 1935/2004 - Article 15 - Labelling

Food contact materials and articles not yet in contact with food when placed 

on the market shall be labelled in accordance with Article 15 or relevant national 

legislation to ensure safe and appropriate use. The label shall be sufficiently 

clear to avoid any misuse or misinterpretation. It shall not mislead consumers 

and not rule out reasonably foreseeable uses of repeated use articles. 



Compliance with Reg. 1935/2004
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Reg. 1935/2004 - Article 17 - Traceability

The traceability of materials and articles shall be ensured at all stages in order to 

facilitate control, the recall of defective products, consumer information and the 

attribution of responsibility.



Compliance with Reg. 1935/2004
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Reg. 1935/2004 - Article 16 - Declaration of Compliance

The specific measures referred to in Article 5 shall require that materials and 

articles covered by those measures be accompanied by a written declaration 

stating that they comply with the rules applicable to them. In the absence of 

specific measures, this Regulation shall not prevent Member States from 

retaining or adopting national provisions for declarations of compliance for 

materials and articles.



Compliance with Reg. 1935/2004
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Reg. 1935/2004 - Article 5 - Specific measures for groups of materials and 

articles

…specific measures may be adopted or amended by the Commission:

List of substances authorized, purity standards, special conditions of use, overall 

and specific limits on the migration, rules to ensure compliance…

NO SPECIFIC MEASURE FOR PAPER AND BOARD!!!



Compliance with Reg. 2023/2006
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Reg. 2023/2006 - on good manufacturing practice

If appropriate, guidelines on good manufacturing practice developed by trade 

and producer associations can also be taken into account without prejudice to 

any applicable member State legislation.



P&B for food contact – general requirements
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 Comply with Regulation (EC) No. 1935/2004 

and Regulation (EC) No. 2023/2006, or with 

relevant national legislation.

 Food business operators shall ensure that they use FCM materials and articles during 

food production or preparation, storage and distribution in a way that does not 

compromise compliance with applicable EU and member States’ legislation or 

recommendations for food contact materials and articles. 



P&B for food contact – general requirements
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1. Substances may only be used after risk assessment has been performed; 

assessment includes consideration of impurities, reaction and/or degradation products.

2. Substances can be used in compliance with any restrictions applicable to them, if 

they meet any of the following criteria:

2.a) They are approved by competent authorities of member States concerned, in 

accordance with the procedures for the elaboration of lists of officially evaluated 

substances; or 

2.b) They are use in compliance with material-specific provisions in EU or national 

legislation or official recommendations; or

2.c) Absence of their release into food

In CoE/EDQM from 2021 Resolution ResAP (2020) 9



P&B for food contact – general requirements
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Substances, their impurities and known or foreseeable reaction or degradation products 

that meet criterion 2.c) “Absence of their release into food” and belong to any of the 

following categories, 

- Substances in nano-form

- Substances CMR

- Substances genotoxic or predicted to be genotoxic using (Q)SAR models; no data is available 

confirming absence of genotoxicity,

demonstrating absence of release is not sufficient 

risk assessment must be performed!



P&B for food contact – general requirements
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When none of the criteria 2.a), 2.b) and 2.c) is met and without prejudice to applicable 

European and national provisions, substances may be used in the manufacture of food 

contact materials and articles, if they are risk-assessed by or on behalf of the responsible 

business operator and in compliance with Article 3 of Regulation (EC) No. 1935/2004 or 

relevant national legislation.

In CoE/EDQM from 2021 Resolution ResAP (2020) 9



Guidelines and Non-harmonised legislation
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There are in total 10 member states with national legislation or instructions on P&B FCM.

• BFR  Rec. XXXVI. Paper and board for food contact

• The Netherlands: Warenwet Hoofstuk

• Italy: Decreto Ministeriale

• Belgium: Decree Arrête Royal

• France: DGCCRF Regulation

BfR Recommendation https://www.bfr.bund.de/cm/349/XXXVI-Paper-and-Board-for-Food-Contact.pdf
Warenwet Hoofstuk II- Papier en Karton

Decreto ministeriale 21.03.1973 e relativi aggiornamenti e modifiche

Decree Arrete Royal du 11 MAI 1992 concernant les matériaux et objets destinés à entrer en contact avec les denrées alimentaires
DGCCRF “Aptitude au contact alimentaire des matériaux organiques à base de fibres végétales destinés à entrer en contact avec des denrées

alimentaires Fiche MCDA n°4 (V02 – 01/01/2019)



Guidelines and Non-harmonised legislation
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• FDA (USA regulations title 21CFR)

176:170: P&B in contact with aqueous and fatty foods

176.180: P&B in contact with dry food

176.260: Pulp from reclaimed fibre

• Guidelines CEPI (Confederation of European Paper Industries)

• CoE/EDQM (European Directorate for the Quality of Medicines & HealthCare) from 2021 

Resolution ResAP (2020) 9 Part II. Technical guide

USA Food & Drug Administration CFR Title 21, Subpart B “Substances for Use Only as Components of Paper and Paperboard” 

https://www.cepi.org/wp-content/uploads/2020/09/Food-Contact-Guidelines_2019.pdf
https://www.edqm.eu/en/paper-and-board-used-in-food-contact-materials-and-articles
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BfR



Germany BFR – general considerations
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 No preservative effect on the foodstuff (EN 1104 Transfer of antimicrobial constituents)

 Cd, Pb and Al restrictions (EN 12497 and 12498 Determination of mercury, cadmium, 

chromium and lead in an aqueous extract)

 Azo dyes must not be used

 Optical brighteners must not migrate (EN 648 Fastness of fluorescent whitened paper 

and board)

 Colour must not migrate (EN 646 Colour fastness of dyed paper and board)

 Primary aromatic amines my not be release in a detectable amount

 Establishes migration limits for contaminants from recycled fibres



Germany BFR – list of substances
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A. Raw materials

I. Fibrous materials
II. Fillers

B. Production aids

I. Sizing agents

II. Precipitating, fixing and parchmentisation agents
III. Retention agents

IV. Dewatering accelerators

V. Dispersion and flotation agents

VI. Defoamers

VII. Slimicides
VIII. Preservatives

C. Special Paper refining agents

I. Wet-strength agents
II. Humectants

III. Colorants and optical brighteners

IV. Surface refining and coating agents

BFR  Rec. XXXVI. Establishes lists of substances for raw materials (fibrous materials, 
filers), for the production aids and for paper refining agents for P&B intended for use at 
temperatures up to 90 ⁰C.



Germany BFR – list of substances and restrictions
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Example: B. Production aids
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FDA



USA: FDA Regulation – list of substances
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USA: FDA Regulation – list of substances
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USA: FDA 
Regulation –
testing conditions
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Guidelines



Guidelines
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 Substances intended used

 Lists from other referential documents 

 Substances not intentionally used (NIAS)

 Criteria for virgin fibre

 Criteria for recycled fibre
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CEPI Guidelines

Testing 
framework



CEPI Guidelines
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CEPI Guidelines
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CEPI Guidelines
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MOSH/

MOAH



CEPI Guidelines
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Declaration
of
Compliance



CEPI Guidelines
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Declaration
of
Compliance



Guideline CoE/EDQM from 2021 
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• Guidance on the list of supporting documents on compliance and 

safety (supporting documentation)

• Declaration of Compliance

• Compliance testing

 Reference to the guidelines of the Join Research Centre (JRC)

• Part II. Technical guide on paper and board used in food contact 

materials and articles
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CoE/EDQM from 2021 
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• Relevant national regulations and official 

recommendations apply

• Specific migration limits listed in Table 1 apply

• Inertness – overall migration into MPPO (EN 14338)

• No migration Optical brighteners (EN 648)

• Sensorial evaluation (transfer of odour/flavour)

• Suitable microbiological purity

• No preservative effect on the foodstuff
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CoE/EDQM from 2021 
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Safety validation of substances: assessment tools
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Example:

� Wet-end non-PFAS sizing agents: Alkenylsuccinic anhydride (ASA)

Octadecenyl succinic anhydride (18-ASA) is the main component of the 
commercial samples of ASA

Validation status as an FCM??

Mª do Céu Selbourne



Safety validation of substances: assessment tools
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https://decernis.com/

Mª do Céu Selbourne



Safety validation of substances: assessment tools
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https://decernis.com/
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Safety validation of substances: assessment tools
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https://decernis.com/

- Listed in CoE “B. TEMPORARY APPENDIX TO LIST 1 OF ADDITIVE” Version 3 and 4 (2009 -
2010)

Restriction – “TO BE FIXED”

- Listed 817.023.21 Ordinance Of The FDHA On Materials And Articles Intended To Come Into 
Contact With Food - Annex 10: List Of Permitted Substances For The Production Of Packaging Inks, 

And Related Requirements 

Restriction – used as an additive; List B (not evaluated), SML < 10 ppb
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Safety validation of substances: assessment tools
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https://www.echa.europa.eu/

UPAC name Octadecenylsuccinic Anhydride (mixture of isomers) 
Suspected hazardous to the aquatic 
environment#Suspected persistent 

in the environment#Suspected 
respiratory sensitiser#Suspected 
skin irritant#Suspected skin 

sensitiser
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NO CMR
Carcinogenic

Mutagenic
Toxic to reprodution



Safety validation of substances: assessment tools
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Approach TTC/QSAR - Software available to assist on classify substances into Cramer classes

Refers to the establishment of a generic exposure level for all chemicals below which there 

would be no appreciable risk to human health

The Cramer classification scheme (decision tree) attributes a class to the substance based on 

its chemical structure. https://doi.org/10.2903/j.efsa.2019.5708
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Example: 18-ASA
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� It is not listed in positive lists for FCM P&B; 

� Restriction from printing inks (used as an additive; List B (not evaluated), SML < 10 ppb)

� It is not CMR

� No valid data confirming absence of genotoxicity is available.

� Substance is Cramer Class III:

 Scenario (1) - estimated exposure below the TTC value of 90 µg/person per day 

low probability of adverse health effects.

 Scenario (2) - estimated exposure higher than the TTC value of 90 µg/person per day 

a non-TTC approach (e.g. substance-specific risk assessment) is 

required in order to reach a conclusion on potential adverse health effects.

Mª do Céu Selbourne

Not allowed 
to migrate



Conclusions
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� Regulations for P&B harmonised do not exist

� General safety principles and criteria for FCM do apply

� May need to use a combination of different documents 

� Work under development

� Lack of relevant toxicity data

� Need of risk assessment

� Potential for combining different strategies for safety assessment
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Thank you for your attention

fpocas@ucp.pt

mselbourne@ucp.pt
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Cinate.esb@ucp.pt
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