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Problem of non-evaluated substances

European Regulation exists only for plastic materials and articles
intended to come into contact with food

EU Commission
Regulation 10/2011

But colorants, solvents, polymer
production aids are STILL subject to

national laws

Union list: authorized substances



No harmonized European regulation for non-plastic FCM,

but

1. Resolutions of the Council of Europe: Evaluated and non-evaluated lists

2. ESCO WG on non-plastic FCM (2011): An overview of the evaluations available in Member States

3. Swiss Ordinance on materials and articles

…..continued
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List A (10%): Substances evaluated by Member States after 1991
List B (90%): Substances evaluated by Member States before 1991

Packaging inks may only be manufactured from the substances in Annex 6:

binders, colorants and pigments, solvents, additives, photo-initiators

Coatings Paper&Board Rubber

Printing Inks Resins Silicones

Thousands of substances are being used while
they were not evaluated by the Member States!
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Database CoE-FCM

Belgium has developed an exhaustive database
containing all substances known and used by
Member States of the Council of Europe



Following lists are included in the database:

Coating
• ResAP (2004)1, v3. (2009)
• EFSA 2012:EN-139 (ESCO WG)

Cork

• ResAP (2004)2, v2. (2007)

• EFSA 2012:EN-139 (ESCO WG)

Rubber

• ResAP (2004)4, v1. (2004)

• EFSA 2012:EN-139 (ESCO WG)

Silicone

• ResAP (2004)5, v1. (2004)

• EFSA 2012:EN-139 (ESCO WG)

Resins

• ResAP (2004)3, v3. (2009)

….continued

Plastic

• 72/2002/EC

• 2011/10/EC

Printing ink

• Swiss ordinance on food contact
materials 817.023.21

• EFSA 2012:EN-139 (ESCO WG)

Paper & Board

• ResAP(2002)1, v4. (2009)

• EFSA 2012:EN-139 (ESCO WG)

Colorants

• EFSA 2012:EN-139 (ESCO WG)

8



Coating
• ResAP (2004)1, v3. (2009)
• EFSA 2012:EN-139 (ESCO WG)

Cork

• ResAP (2004)2, v2. (2007)

• EFSA 2012:EN-139 (ESCO WG)

Rubber

• ResAP (2004)4, v1. (2004)

• EFSA 2012:EN-139 (ESCO WG)

Silicone

• ResAP (2004)5, v1. (2004)

• EFSA 2012:EN-139 (ESCO WG)

Resins

• ResAP (2004)3, v3. (2009)

…..continued

Plastic

• 72/2002/EC

• 2011/10/EC

Printing ink

• Swiss ordinance on food contact
materials 817.023.21
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Finally!

9566 substances are used in FCM applications with five identifiers:

CASRN, Name, EC number, EEC packaging reference number and FCM number



…..continued
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Web application

https://fcm.wiv-isp.be



Coming soon:
SMILES, PubchemID,
ChemspiderID



Search tab and sample report
available before subscription



No pdfs
available



Pdf reports generated
with available
information

Coming soon: Structure visualization
Reports in other formats
Information from select tools



….continued
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Report

- Generic information

- Reference in lists from ECHA and NGOs

- Reference to legislations

- Toxicological information
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Coming soon:
Chemspider

Generic information



Reference to lists

non-profit
organisation,

identifying
chemicals using

criteria
established by the

EU chemicals
regulation REACH.

Substances
intended to

be
discontinued
(phase-out)

Consists of
substances which
may have serious

and often
irreversible effects
on human health

and the
environment as per
regulation REACH

organization that
focuses primarily on
the human health and

environmental
problems caused by

exposure to chemicals
cause endocrine

disruptors

Coming soon: Harmonized C&L inventory: when a supplier
identifies a substance as "acute toxicity category 1 (oral)", the
labeling will include the hazard statement "fatal if swallowed", the
word "Danger" and a pictogram
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Reference to legislations

Plastics

Printing
inks

Paper
and

Board

Coatings

Rubber

Silicones



Toxicological information
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a platform of
different

computational
models that

predicts different
toxicological

endpoints

T
o

x
tr

e
e

V
E

G
A

open source
application, which
is able to estimate

toxic hazard by
applying a

decision tree
approach



Based on the chemical
structure do we

have evidences for:

Carcinogenicity,
Mutagenicity

Reproductive Toxicity?

a software application to identify and fill (eco)toxicological
data gaps for chemicals hazard assessment
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Threshold of Toxicological Concern

 Useful screening tool for priority setting OR for
deciding whether exposure to a substance is so low
that the probability of adverse health effects is low
and that no further data are necessary

 TTC may not be used when there is a requirement
to submit toxicity data: (e.g. Not for technically active
substances in pesticides, food additives, nutrient
sources, feed additives, etc.)



…continued



Safety Color Schemes for substances
(illustrative example - remains under discussion…)

DBID Bioaccumulation
Mutagenicity
Software 1

Mutagenicity
Software 2

Mutagenicity
Software 3

Endocrine
disruption

Other
genotoxic

alerts

ABC Yes Yes Yes Yes Yes Yes

XYZ Yes No No No Yes Yes

DEF No No No No No No



THANK YOU FOR YOUR ATTENTION !

Special thanks to:

Dr. Els Van Hoeck

Dr. Birgit Mertens

Dr. Padmaja Kamath

Melissa Van Bossuyt



Exercices on database

Dr Fabien Bolle EFSA

Unit Consumer Safety 25/05/2016

Department Food, Medicines and Consumer Safety

Rue Juliette Wytsmanstraat 14 | 1050 Brussels | Belgium
T +32 2 642 51 11 | F +32 2 642 50 01 | email: info@wiv-isp.be | www.wiv-isp.be



Welcome to the FCM Database

Search: FCM database wip

Website link: https://fcm.wiv-isp.be

Login: efsa@mail.com

Password: efsa



Research by CAS n°

CAS n° 75-65-0

Question :

In wich material is listed this substance ?

What means SCF list 3 ?

What about Endocrine Disruption ?



Research by name :

Name : 2-Butenal

Question :

In wich material is listed this substance ?

What about Cancero or mutagenicity?



Results of consultation of DB



Research by CAS n°

CAS n° 75-65-0

Question :

In wich material is listed this substance ? Inks, P&B, Coatings

What means SCF list 3 ? List 3
“Substances for which an ADI or a TDI could not be established, but where the present use could be accepted.
Some of these substances are self-limiting because of their organoleptic properties or are volatile and therefore unlikely to be present in
the finished product. For other substances with very low migration, a TDI has not been set but the maximum level to be used in any
packaging material or a specific limit of migration is stated. This is because the available toxicological data would give a TDI which
allows that a specific limit of migration or a composition limit could be fixed at levels very much higher than the maximum likely intakes
arising from present uses of the additive”.

What about Endocrine Disruption ? No alerts



Research by name :

Name : 2-Butenal

Question :

In wich material is listed this substance ? Inks

What about Cancero or mutagenicity? Yes, a lot of alerts and
presence in lists



THANK YOU FOR YOUR ATTENTION !
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