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Legal regulations on commodities, or on goods that may come into contact with foodstuffs, are
ultimately always regulations on consumer protection. Here, the protection of human health
comes first, even before the protection of consumers against deception. Objects that come
into contact with food should ideally not cause any negative change in the appearance, taste,
aroma or other enriching properties of the food. To ensure this, the foreseeable and intended
application scenarios must be taken into account. Ideally, the aim should be to make sure that
no substances at all migrate from the packaging into the food. This is known as the “non-
migration principle”. However, should such migration nevertheless take place, this should be
a minimum amount that is at a toxicologically acceptable level. The magnitude of such specific
migration limits (SML) lies in the trace range and they are therefore expressed in parts per
million (ppm), i. e. milligrams of substance per kg of food.

Introduction

This summary from the Technical Commission for Pigments provides an overview of European
and international regulations for pigments and fillers used in food contact materials. The focus
is on the regulatory areas for plastics, paper/paperboard, ceramics, glass, coatings, printing
inks and elastomers/rubber. It should be noted here that specific regulations, e. g. for the use
of substances in food contact materials made of plastic, are also expressly regarded as an
overarching standard, or drawn upon for toxicological assessment, as they deal in detail with
the evaluation of substances.

European Regulations

Food Contact Materials

General Food Law Regulation (EC) No 178/2002 |

Framework Regulation (EC) GMP Regulation (EC) No
No 1935/2004 202312006
Material-specific Regulations Substance-specific Regulations
Regenerated Ceramics Activellntelligent Plastics Reg. Regulation (EC) o

ca:ill.lrl:s& 84/500/EEC Materials (EU) No 1012011 1895/2005 o m
(EC) 450/2000 BADGEMNOGE 3 g
200TM2/EC 3 3
Recycled Plastics Printed FCMs Directive 93/M11/EEC H E
a o
(EC) Mo 2822008 {In preparation) Mitrosamines g =1
Paper & Varnishes & Adhesives Printing Silicones Rubber =
Papeboard Coatings (DE, ES,IT) Inks (DE.F.ES CHAL M | | uDEES.FRy | B @
(DE, ML,IT, FR, CH) {DE, WLIT, ES, BE) (GH, DE) S‘ g_

]
| as well as glass, wood, cork, textiles, metals and alloys, ion exchange resins and waxes | 2

Fig. 1: Overview of European Regulations on commodities
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Within the EU, there is no comprehensive set of rules for all commodities, such as exists in
Germany, for instance, via the Food, Commodity and Feed Code (Lebensmittel-, Bedarfsge-
genstande- und Futtermittelgesetzbuch — LFGB). In principle, commodities are “used”, but not
“‘used up” in the way that food or cosmetics are, for example. Thus, commodities are a sub-
group of consumer products and are subject to the EU General Product Safety Directive
(2001/95/EC). Hence, each Member State has the possibility to implement the Directive sepa-
rately. For Germany, this was achieved in the Product Safety Act (Produktsicherheitsgesetz).

Overview of Regulatory Scope

Since the establishment of the European Union, work has been underway to harmonise com-
mon legislation. As this harmonisation process is time-consuming, some areas have continued
to develop in parallel at Member State level. As things stand today, commaodities are regulated
by uniform EU Regulations, by EU Directives with national implementation or purely by means
of national provisions. For food contact materials, the JRC report “Non-harmonised food con-
tact materials in the EU: regulatory and market situation” from 2016 summarises the complex
situation.

Product Safety Law

Food Law Cosmetics

Other Consumer

Commodities =

Food

Food Contact Toys
Materials Products wich are governed
via product-specific
regulations

Animal Feed

Other
Chemicals

Chemicals

Legislation Chemicals wich are governed
via preduct-specific
regulations

Fig 2: Overlapping legal areas for consumer products (example: Germany)

Among consumer products, commodities for direct human use have a distinctive status, as
they are addressed by separate sets of rules:

¢ Food Contact Materials (Regulation (EC) No 1935/2004)
e Packaging of Cosmetic Products (Regulation (EC) No 1223/2009)
e Toys (Directive 2009/48/EC)

EU Regulations on Food Contact

In contrast to EU Directives, EU Regulations do not have to be transposed into national law
first. They apply immediately after their entry into force, with a transitional period usually laid
down in the text to allow the industries concerned to adapt to the new situation.
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Regulation (EC) No 1935/2004

The Framework Regulation (EC) No 1935/2004 “on materials and articles intended to come
into contact with food ...” lays down the requirements for this product class (Art. 3) and, at the
same time, establishes the manufacturing conditions to be observed in the production plants.t

The central point of reference for the evaluation of pigments and fillers is Article 3(1)

(1) ...Materials and articles shall be manufactured in compliance with good
manufacturing practice, so that, under normal or foreseeable conditions of use,
they do not transfer their constituents to food in quantities which could:

a) endanger human health; or
b) bring about an unacceptable change in the composition of the food; or
c) bring about a deterioration in the organoleptic characteristics thereof.

The raw materials are thus evaluated in terms of their use in the final product. Decisive here
is the release (migration) of substances in respect of subpoints (a), (b) and (c) under normal
and foreseeable conditions. This forms the basis for the approval practice of raw materials
regarding concrete application conditions, such as temperature and pH value. The wording
also indicates that foreseeable misuse is not the subject of consideration. Raw material
manufacturers define the limit of their responsibility via the intended use.

Example — Aluminium Foil:

The packaging of household aluminium foil usually indicates that the material is not
suitable for storing acidic foodstuffs.

Fig 3: User information on an aluminium foil packaging

Annex | of the Framework Regulation lists all materials and articles for which individual mea-
sures may be adopted. These 17 categories also include the materials considered here:

e Plastics e Paper and paperboard
e Ceramics e Glass

e Coatings e Printing ink

e Elastomers and rubber

Some areas have already been regulated EU-wide. These areas are plastics for food contact,
processes for producing recycled plastics, ceramic articles for food contact, nitrosamines and
plasticisers in elastomers. For some time now a regulation for printed food contact materials has
been under discussion at EU level, as well as a new version of the regulation for ceramic consu-
mer goods. In 2019, the EU Commission has started a fundamental evaluation of the existing
legislation on consumer goods?, to review and prioritize the upcoming measures. This process
will continue and will not bring any quick changes. For the supply chain of materials and articles

1 Regulation (EC) No 2023/2006 “on good manufacturing practice for materials and articles intended to come into
contact with food ...”
2 Food | Food Safety (europa.eu)
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intended to come into contact with food, the Framework Regulation contains a number of obliga-
tions. The prescribed issue of a confirmation of compliance with the general conditions (declara-
tion of conformity) and the maintenance of suitable documentation have far-reaching
consequences. The obligation to trace the materials used in the supply chain extends to “all
stages of manufacture” and thus also to raw material suppliers, such as manufacturers of pig-
ments and fillers.

Regulation (EC) No 2023/2006 (GMP)

Good manufacturing practice for materials and articles intended to come into contact with food

Regulation (EC) 2023,/2006 ‘

Definitions Quality Assurance System Quality Control System Documentation

Fig 4: Components of the GMP Regulation

By virtue of its scope, this Regulation is directly linked to Annex | of the Framework Regulation
(EC) No 1935/2004. It applies to the materials referred to therein and to combinations of those
materials as well as to recycled materials.

Starting substances, such as pigments and fillers, are only indirectly covered by the provision.
According to the text of the Regulation, starting substances are not covered by this provision, but
the production of them is. For example, the manufacturer of a plastic food packaging must
maintain a quality assurance system and select all raw materials in such a way that they comply
with the specifications defined in advance.® For the raw material suppliers, this means that sup-
porting information is available for their customers, and consequently also “GMP-related” docu-
mentation.

Plastics: Regulation (EU) No 10/2011

“on plastic materials and articles intended to come into contact with food”
as well as the explanatory Guidance documents:

¢ Union Guidance on Regulation (EU) No 10/2011 on plastic materials and articles intended
to come into contact with food:;

e Union Guidance on Regulation (EU) No 10/2011 on plastic materials and articles intended
to come into contact with food as regards information in the supply chain V 1.1;

e JRC Technical Report: Practical guidelines on the application of migration modelling for
the estimation of specific migration (2015).

For colorants and fillers used in food contact material made of plastic, the requirements of
Article 3 of the Framework Regulation (EC) No 1935/2004 based on a risk assessment according
to internationally recognized scientific principles as defined in Article 19 of Regulation (EU)
No 10/2011 must be complied with.

Pursuant to Article 5(2)(b) of the Regulation (EU) No 10/2011 “on plastic materials and articles
intended to come into contact with food”, colorants, fillers and their components are not classified
as additives within the meaning of that Regulation and therefore do not need to be included in
the EU list of authorised substances. Article 6(2) of Regulation (EU) No 10/2011 also provides

32023/2006 — Article 2 (Scope) This Regulation shall apply to all sectors and to all stages of manufacture,
processing and distribution of materials and articles, up to but excluding the production of starting substances.
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that colorants and fillers may be used in the manufacture of plastic layers in plastic materials and
articles subject to national law.

Plastics: Regulation (EU) No 10/2011 — Special case: Dual Use

Regulation (EC) No 1333/2008 refers in its Annex Il (EU list of food additives approved for use
in foodstuffs, and their conditions of use) to Article 11(3) of the Plastics Regulation (EU)
No 10/2011 by also listing some colorants and fillers, classified as chemical substances, as
authorised food additives via a common authorisation procedure for food additives, enzymes and
flavourings.

The colorants approved for colouring foodstuffs may not be suitable for colouring plastics due to
technical reasons. When incorporated into plastics, the colorants used must be stable at tempe-
ratures of between 150 and 300 °C and should not decompose during processing of the plastic.*

Recycled Plastic as Food Contact Material®

This Regulation still refers to Directive 2002/72/EC, the previous Regulation (EU) No 10/2011,
but is still in force and is used to regulate food contact materials made of recycled plastic. It
mainly deals with suitable recycling processes and the certification thereof. The purity and quality
requirements are not set out explicitly but are dealt with by reference to Article 3 of Regulation
(EC) No 1935/2004. This means that there are no defined testing requirements for these goods;
instead, proof must be provided that no substances harmful to human health are emitted.

Chemical recycling, production waste from raw materials and materials with a functional barrier
are excluded from this Regulation, provided they are manufactured in accordance with GMP and
comply with the quality requirements of Directive 2002/72/EC (invalid) and the successor Regu-
lation (EU) No 10/2011.

Ceramics

Directive 84/500/EEC continues to be in force, although a new version in the form of an EU
Regulation has been under preparation since 2012. Due to the initially planned fundamental eva-
luation of the existing consumer goods legislation, this legislative project has been postponed. In
2019, the EU Commission conducted an Inception Impact Assessment on migration limits for
lead, cadmium, and possibly other metals from ceramic and vitreous food contact materials,
which includes an initial problem description and roadmap® for the revision of the EU Ceramics
Regulation. It includes three categories of ceramic articles which are assessed based on the
release of lead and cadmium:

1. Non-fillable and flat articles
2. All other fillable articles
3. Cooking and baking appliances, as well as containers with more than 3 | in volume.

Category Lead Cadmium

1 0.8 mg/dm? 0.07 mg/dm?
2 4.0 mg/l 0.3 mg/l

3 1.5 mg/l 0.1 mgl/l

4 BfR Recommendation No. IX Colorants for Plastics and other Polymers Used in Commodities, as of 01.06.2019
5 Regulation (EC) No 282/2008
6 Food safety — heavy metals in ceramic, glass and enameled table and kitchenware (europa.eu)
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Demands are also indirectly placed on pigments if they contribute to the content of the two
elements according to this measurement method.

How the limit values will develop during the revision can only be estimated at present. Based on
the last draft, the lead and cadmium limit values are to be drastically reduced (Pb 0.01 mg/l and
Cd 0.005 mg/I respectively). A correspondingly low limit value for cobalt is also to be introduced.
This would reduce the range of available ceramic colours to less than half.

Country Additional Limit Values

Austria Ba, Zn, Sb

Netherlands Ba, As, B, Cr, Co, Hg, Li, Rb, Se, Sr
Norway Ba

Finland Cr, Ni

Paper and Paperboard

Currently, at European level, only the publication of the Council of Europe can be cited for this
product group. Among the Member States, 11 countries have national regulations in force:

MS | Measure

BE | Arrété royal du 11 mai 1992

HR | NN125-2009

Ccz Vyhlaska €. 38/2001

EE Kéaskkiri No. 54 of 09.03.2015

FR DGCCRF Note d'information 2004/64
BOCCRF n° 9 du 12 mai 1999

BOCCRF n°15 du 3 octobre 1996
BOCCRF n° 16 du 15/12/1995

BOCCRF n° 20 du 27 octobre 1994
Instruction 30/11/1987

L. Circ. du 28 octobre 1980

L. Circ. du 4/01/1982

Circulaire du 29 mai 1978

DE BfR Rec. XXXVI

BfR Rec. XXXVI/1

BfR Rec. XXXVI/2

DE BfR Rec. XXXVI/3

EL Greek food code (Article 24)

IT D.M. of 21/03/1973 (and its amendments)
DPR n.777 23/08/1982 (and its amendment)
NL Commodities Act (Packagings and Consumer Articles)
PL Polska Norma PN-P-50430 of 1998

SK Foodstuffs Code 1799/2003
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Glass

Glassware has not been regulated uniformly within the EU so far. The new ceramics regulation
planned by the EU Commission will also include glass’. The Council of Europe has issued a
policy statement on the release of lead from glassware, which is based on the ISO 7086-2 and
ISO 6486-2 standards.®

Article Lead Limit Value
Small hollowware 1.5 mgl/l

Large hollowware 0.75 mg/l

Very large hollowware 0.5 mg/l

Flatware 0.8 mg/dm?

The relevant national measures must be considered here.

BE | Arrété royal du 11 mai 1992

BG | Ordinance N° 3 from 04.06.2007

HR | NN125-2009

CZ | Vyhlaska ¢. 38/2001

DK | BEK Nr. 822 of 26/06/2013

FR | DGCCRF Note d’information 2004/64

FR | Arrété du 15/11/1945

DE | ASU nach 864 LFGB, BVL B 80.03-4:2008-10
IT D.M. 21/03/1973 (and its amendments)

NL | Commodities Act (Packagings and Consumer Articles)
NO | Regulation 1381-1993

SK | Foodstuffs Code 1799/2003

CH | Ordinanza DFI del 23/11/2005

Coatings

Apart from the Framework Regulation, there are no overarching European regulations in this
sector. To evaluate substances, a Council of Europe document is sometimes drawn upon.® This
list mainly includes monomers and coating additives.

In addition, national regulations must be consulted for further evaluation.

Printing ink

There are no harmonised regulations within the EU regarding printed food contact materials. In
addition to the requirements of the Framework Regulation, reference is made in most cases to

7 Food safety — heavy metals in ceramic, glass and enamelled table and kitchenware (europa.eu)
8 Policy statement concerning lead leaching from glass tableware into foodstuffs, version 1, 22.09.2004
9 CoE policy statement concerning coatings intended to come into contact with foodstuffs, version 3, 12.02.2009
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the Swiss Ordinance on Materials and Articles.1® With over 4500 substances, it covers about
85 % of the substances used in printing inks. Of the EU Member States, only France, the
Netherlands and Slovakia have regulations in force that affect a further 1 % of the substances
used. In addition, related regulatory areas such as Directive 2007/42/EC regarding materials and
articles made of regenerated cellulose film and Regulation (EU) No 10/2011 are drawn upon for
evaluation purposes. Although the Union list is directed at the production of plastics, it does still
contain some components from printing inks together with migration limits. The total migration
value of 60 mg/kg of food or 10 mg/dm? of contact area is used as the basis for a hazard analysis.

Elastomers and Rubber

The food contact evaluation for this product group is mainly characterised by the possible
migration of N-nitrosamines or nitrosatable amines originating from the vulcanisation accelera-
tors used. The only EU-wide regulation on teats and soothers (Directive 93/11/EEC) lays down
basic rules for determining the release of this class of substance. In addition, there is a policy
statement from the Council of Europe (CoE) concerning rubber products intended to come into
contact with foodstuffs. In the packaging sector, elastomers are found at most in seals; large-
area applications are reserved for plastic films, which then fall under Regulation (EU) No 10/2011.

Among the Member States with a regulation on rubber goods (CZ, HR, FR, DE, NL and SK),
most adopt a categorisation approach similar to that of the Council of Europe.

(1) Sensitive groups (toddlers, infants)
(2) Long contact (>24 h or hot)

(3) Medium contact (10 min - 24 h)

(4) Short-term contact (<10 min)

Other

Resolutions of the Council of Europe

AP (89) 1 — Purity Requirements for Colorants??

The use of colorants is not yet regulated by a dedicated EU Directive or Regulation. In preparation
for a common regulation, the Council of Europe adopted Resolution AP (89) 1 containing purity
requirements for colorants in plastic materials intended to come into contact with foodstuffs.
AP (89) 1 itself has no legal force, but the limit values have since been incorporated into most
national provisions. However, it is one of the few regulations that relate directly to the pigment
and not to a migration limit with respect to the final product.

AP (89) 1 lists the maximum contents of the following metals and metalloids soluble in 0.1M of
hydrochloric acid:

Sh: 0.05 % Cr: 0.1%
As: 0.01% Pb: 0.01 %
Ba: 0.01 % Hg: 0.005 %
Cd: 0.01% Se: 0.01 %

10 EDI Ordinance on Materials and Articles Intended to Come into Contact with Foodstuffs, SR 817.023.21, Section
12: Printing Inks
11 AP(89) 1: On the use of colorants in plastic materials coming into contact with food, 13.09.1989
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Other limit values:

Aromatic amines: 500 mg/kg

Sulphonated aromatic amines: 500 mg/kg

Carbon black: Toluene extract: < 0.15%

Polychlorinated biphenyls: extractable PCBs < 25 mg/kg
Inorganic Cd pigments: no use, only in justified exceptions

ResAp (2002) 1: Paper and Board Materials in Contact with Foodstuffs?!?

This Resolution is based on the 2002 framework document and five technical documents on
detailed aspects. It deals with paper and board materials made of cellulose-based natural fibres
as well as recycled fibres. It includes post-treatment substances, polymeric binders as well as
organic and inorganic pigments.

Substance QM Limit Value (mg/dm?)
Cd 0.002
Pb 0.003
Hg 0.002

In addition to the QM values (maximum permitted quantity), the resolution also refers to valid
SML limit values for plastics in contact with foodstuffs. The conventional ratio of 6 dm? of material
coming into contact with 1 kg of foodstuffs and assuming 100 % migration is also used here for
the migration assessment. For specific details, the tables in the technical documents from the
Resolution should be consulted.

ResAP (2004) 1: Coatings in Contact with Foodstuffs!3

This Resolution is based on the 2004 framework document and a technical document on detailed
aspects. It deals with coatings for metal packaging, flexible packaging and heavy-duty coatings.
The technical document lists authorised substances as well as restrictions, where applicable.
The list essentially contains organic polymer components, but also some inorganic compounds
such as titanium dioxide, carbon black or sodium tetraborate.

A separate limit value list for heavy metals is not defined in it.

ResAp (2004) 4: Rubber Products in Contact with Foodstuffs4

This Resolution is based on the 2004 framework document and two technical documents on
detailed aspects. It deals with finished materials and articles made of rubber (elastomers) as well
as mixtures of rubber with plastics or other materials. The technical document lists authorised
substances as well as any restrictions. These substances are largely organic compounds for
rubber production, but also include some inorganic compounds such as titanium dioxide or car-
bon black. With regard to colorants, reference is made to the requirements of AP (89) 1.

12 paper and board materials and articles intended to come in contact with foodstuffs, version 4, 12.02.2009
13 Coatings intended to come into contact with foodstuffs, version 3, 12.02.2009
14 Rubber products intended to come into contact with foodstuffs, version 1, 10.06.2004
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ResAp (2005) 2: Inks for Printing on the Non-food Contact Surface of Packaging?'®

This resolution is based on the 2005 framework document and three technical documents on
detailed aspects. It deals with printing inks and varnishes for printing on the non-food contact
surface of packaging materials and articles. For the fundamental requirements, it refers to
Article 3 of Framework Regulation (EC) No 1935/2004. In addition, there are also several lists of
dyes (Section 3.3) and pigments (Section 3.4). At least for colorants no restrictions have been
stated in the first version of this document, so that the current legislation or evaluation by autho-
rities should be drawn upon. The purity requirements of the colorants used must comply with
AP (89) 1.

CM/Res (2020) 9: Safety and quality of materials and articles for contact with food

For food contact materials that are not yet regulated at EU level, Resolution CM/Res(2020)9 on
the safety and quality of materials and articles for contact with food® of October 2020 is valid. It
refers to the application of the rules from Regulation (EC) No. 10/2011 and, if applicable, further
national regulations.

Technical Document on Lead Leaching from Glass Tableware (2004)17

This document deals with lead glass tableware containing 6 — 32 % PbO. It does not apply to
ceramics and glass ceramics. According to the test procedures described therein, the relevant
product must comply with the specified limit value for lead.

Size / Type g;mggsm Test Criterion Limit Value
Small (< 600 ml) 4 All < Limit Value 1.5 mgl/litre
Large (600-3000 ml) 4 All < Limit Value 0.75 mg/litre
Very large (> 3000ml) | 4 All < Limit Value 0.5 mg/litre
Flatware 4 X < Limit Value 0.8 mg/dm?

15 packaging inks applied to the non-food contact surface of food packaging, version 2, 10.10.2007
16 https://search.coe.int/cm/pages/result_details.aspx?objectid=09000016809fe04a# Toc49350226
17 Lead leaching from glass tableware into foodstuffs, version 1, 22.09.2004
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Differences in Regulations

The following list is intended to show the main differences between European and national regu-
lations, although there are exceptions on both sides:

Regulation (EU) No 10/2011 FCN (US)*

Limit values refer to extractable Limit values refer to maximum usage quantities
fractions (SML)

Limit values (SML) are toxicologically | Limit values (maximum usage quantity) are based
justified on the technically required usage quantities

Pigments are excluded from the listing | Pigments must be listed according to § 178.3297 in
in the Annex of Regulation (EU) No 21 CFR. Since 2000, Food Contact Notifications

10/2011. However, they must be (FCN) can also be submitted which are only valid
evaluated in accordance with Article for the submitter
19

* FCN: Food Contact Naotification

* SML = Specific Migration Limit
* SML =TDI x 60 (60 = average body weight)
* TDI = Tolerable Daily Intake (toxicological evaluation x safety factor of 100)

The problem here is that manufacturers of food packaging can only check the finished packaging
for components with an SML for compliance with regulations. Testing may only be waived if
exceedance of the SML can be ruled out based on the ratio of packaging to content mass and
assuming total transfer of the substance. According to the national regulations, the manufacturer
can assume that the packaging complies with the foodstuff regulations if the permissible usage
guantities are not exceeded. In this case, only the relatively high limit value of global migration
(20 mg/dm? or 60 mg/kg) has to be observed. The limit value of global migration has no toxicolo-
gical justification but serves exclusively to maintain the purity of the foodstuff.
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National Regulations

In this section, national regulations of the individual EU Member States shall be described
regarding their relevance for pigments and fillers.

Germany

In Germany, the production of food contact materials and articles is regulated by the German
Food and Feed Code (Lebensmittel-, Bedarfsgegenstande- und Futtermittelgesetzbuch — LFGB),
the German Consumer Goods Ordinance (Bedarfsgegenstandeverordnung — BedGgstV) and the
recommendations of the Federal Institute for Consumer Health Protection and Veterinary
Medicine (BgVV).

Food and Feed Code (LFBG)

Essential components of the European Regulation (EC) No 1935/2004 have been implemented
in the LFBG. The LFBG contains the definition of terms for commaodities, the scope as well as
the bans for the protection of health. In addition, it authorises the BgVV (formerly BGA) to issue
regulations.

German Consumer Goods Ordinance

This regulation serves the implementation of various EU Directives. It was last amended regar-
ding the restriction of the use of bisphenol A in plastic infant bottles.

Other Regulations

Recommendations of the German Federal Institute for Risk Assessment
(Bundesinstitut fir Risikobewertung — BfR)*®

The recommendations of the Federal Institute for Risk Assessment (BfR) on materials for food
contact are practically parallel to the German Consumer Goods Ordinance (BedGgstV). In the
polymer-specific recommendations, the monomers, additives and other starting substances ad-
missible in the manufacture of commodities are listed with their maximum permissible contents
in the final product. In the supply chain, the “BfR Recommendation IX — Colorants for Plastics
and other Polymers used in commodities” is widely used. With its latest revision, it was largely
linked to the evaluation concept of the Plastics Regulation (EU) No 10/2011. This means that the
migration limits and restrictions specified therein are to be applied to the evaluation of the polymer
components. Fortunately, the purity requirements for colorants have been maintained, so that
pigment manufacturers can check the suitability directly on their product.*®

Lead 0.01 % Barium 0.01 %
Arsenic 0.01 % Chromium 0.1 %

Mercury 0.005 % Cadmium 0.01 %
Selenium 0.01 % Antimony  0.05 %

18 See VdMi Position Paper on the Revised Version of BfR Recommendation IX Position papers & Publications/vdmi
19 Maximum soluble fractions in 0.07 N of hydrochloric acid (according to DIN 53770-1)

www.vdmi.de info@vdmi.vci.de Page 14 of 30


https://www.vdmi.de/de/themen/lebensmittelkontakt/infoblaetter-broschueren/?filename=vdmi_positionspaper_revision_bfr_recommendation_ix_10_15.pdf

Verband der
®| Mineralfarben-
industrie e. V.

Overview of BfR recommendations with references to colorants and pigments:

II. Plasticizer-free polyvinyl chloride, ... content of vinyl chloride in the total mixture

IX. Colorants for Plastics and other Polymers Used in Commodities

XXI. Commodities based on Natural and Synthetic Rubber

XXXVI. Paper and Board for Food Contact

XXXVI/1. Cooking Papers, Hot Filter Papers and Filter Layers

XXXVI/2. Paper and Paperboard for Baking Purposes

XXXIX. Commodities Based on Polyurethanes

XLIV. Artificial Sausage Casings

XLVII. Toys Made from Plastics and other Polymers, and from Paper and Paperboard
LI. Temperature Resistant Polymer Coating Systems for Frying, Cooking and Baking Utensils
LII. Fillers

Belgium

In Belgium, food contact materials and articles are regulated by the Royal Decree of 11 May
1992 and its amendments. The Royal Decree defines specific requirements for food contact
materials such as glass, metal and alloys, paper and board, varnishes and coatings.

The Royal Decree relating to plastic materials and articles intended to come into contact with
food, includes a list of approved additives. This list does not cover colorants, printing inks, surface
coatings from resinous or polymerized products in the liquid, powder or dispersion state, such as
varnishes, lacquers and paints, epoxy resins, adhesives, solvents.

Materials and articles manufactured using aromatic isocyanates or colorants prepared by diazo
coupling must not release primary aromatic amines (expressed as aniline) in detectable quantity
(LD = 0.02 mg/kg of food or food simulant, analytical tolerance included). However, the migration
values of primary aromatic amines listed in the decree are excluded from this restriction.

The use of colorants must be in all applications in full compliance with the safety requirements of
Article 3 of the Framework Regulation (EC) No 1935/2004.

Reference: Royal Decree on plastic materials and articles intended to come into contact with
food.?°

France

The numerous circulars (Circulaires), decrees and decisions of the State are contained in the
brochure “Matériaux au contact des denrées alimentaires produits de nettoyage de ces
matériaux”, also known as “Brochure No 1227”. (Brochure No 1227, Journal officiel de la
République Francaise).

Worthy of special mention is Circulaire 176, in which the permitted colorants are listed and which
is therefore referred to as the “French Positive List”. France is thus the only EU country to have
a positive list for pigments. In June 2000, France also incorporated the limit values for heavy
metals and aromatic amines of AP (89) 1 into its regulations.

20 hitp://extwprlegsl.fao.org/docs/pdf/bel53898.pdf
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The DGCCRF (Direction Générale de la Concurrence, de la Consommation et de la Répression
des Fraudes) has issued a general guideline dealing with food contact materials (Note d'informa-
tion n°2014-108). However, as with almost all regulations, the focus here is on the definition of
requirements for the finished materials. In the case of drinking water, special regulations apply.

Alongside the reference to the relevant EU Directives for plastics and ceramics, a series of
French decrees are also cited that deal with the following materials:

- Rubber (Caoutchouc, Arrété du 9 novembre 1994)

- Silicone elastomers (Elastomére de silicone, Arrété du 25 novembre 1992)
- Aluminium (Aluminium, Arrété du 27 ao(t 1987)

- Stainless steel (Acier inoxydable, Arrété du 13 janvier 1976)

Pigments are only mentioned in the directives for silicone elastomers and aluminium, and explicit
reference is made to the Positive List.

Furthermore, the materials used to manufacture silicone elastomers, including pigments, should
also meet the following requirements:

The fraction soluble in 0.1 N of HCI shall not exceed

0.01% lead,

0.01% arsenic,
0.0005 % mercury,
0.01% cadmium,
0.005 % antimony and
0.01 % barium.

In the case of carbon blacks, the component extractable in toluene shall not exceed 0.15 % and
the content of 3,4-benzpyrene shall not exceed 30 mg/kg.

Other Member States of the European Union have also established national standards which
essentially concentrate on purity criteria such as heavy metal contents and/or general exclusion
of substances/compounds of concern.

Italy

In Italy, the national regulation Decreto Ministeriale 21 March 1973 as latest amended (e. g.
Decree April 23, 2009, Plastic Materials) has to be observed for various food contact materials
such as plastic, paper and rubber.

For colorants in plastic food contact materials and articles (FCM), purity requirements related to
heavy metals, primary aromatic amines (PAA) and polychlorinated biphenyls (PCB), identical to
the Council or Europe Resolution AP (89) 1, have to be fulfilled.

The migration control of colorants from FCM, with the exception of regenerated cellulose films,
papers and paperboard, shall be carried out in accordance with the procedures set out in
Section 7 of Annex IV, i. e. no visual migration of colorant into food simulant, conducted by
spectrophotometric examination at 400 — 750 nm.

Same applies to colorants for rubber.

For colorants for paper, paperboard and articles thereof, the provisions of Section C of the
Ministerial Decree of 22 December 1967 on the "Regulation of the use and approval of the list of
colouring matters authorized in the processing of foodstuffs, paper and packaging of foodstuffs,
articles of personal and household use" apply.

Where colouring is carried out by printing, direct food contact is not permitted.
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The use of colorants must be in all applications in full compliance with the safety requirements of
Article 3 of the Framework Regulation (EC) No 1935/2004.

References: Decreto Ministeriale 21 March 19732, pages Ministry of Health.?

Netherlands

The Packaging and Food Contact Materials (FCM) Regulation in the Netherlands (Warenwetre-
geling Verpakkingen en Gebruiksartikelen) latest amendment in 2020, is applicable to all
regulated FCM such as plastics, paper & cardboards, rubber, metals, glass & glass ceramics,
ceramics & enamels, textiles, regenerated cellulose films, wood & corks, coatings,
dyes & pigments and epoxy polymers.

Chapter Xl of the Dutch Commodities Act defines the requirements for dyes and pigments:

1. Dyes and pigments (colorants) are a general term for all substances used to give a color
to a packaging material or article intended for contact with food, including plastics. Dyes
and pigments can be added to the material in various ways, for example by mixing with
the material or by use in a printing ink.

The colorants can be mixed with adjuvants to enable or improve technical processing.
The substances used as adjuvants must comply with Article 3 of Regulation (EC) No
1935/2004. If the dyes or pigments are mixed with base materials or authorized auxiliary
materials for which (European) regulations for food contact have been established, the
final product must comply with the requirements laid down therein.

Dyes and pigments can be applied to the outside of the package, for example by means
of a printing ink. If, via transfer, colorant can transfer from the outside to the food contact
side, then the rules and requirements below also apply to materials that are colored on
the outside.

2. Dyes and pigments for coloring and printing packaging materials and articles are
permitted provided they comply with the provisions of section 3. of this chapter. The final
article must comply with the requirements set out below and Article 3 of Regulation (EC)
No. 1935/2004 and the migration limits requirements set out in part 4. of this chapter.

3. Dyes and pigments have to fulfill the purity requirements similar to AP (89)1 except use
of 2N ethanolic hydrochloric acid for extraction method of Primary Aromatic Amines (PAA)

4. The Dutch legislation defines specific migration limits for metals migrating under
reasonably foreseeable conditions of use from the colored food contact material or final
article. Also, no visible migration / color release has to be verified by a filter paper test.
Primary aromatic amines (PAA) should not migrate above detection limit of 0.01 mg/kg.

Spain

In Spain, purity requirements applicable to colorants are regulated in the national regulation Real
Decreto 847/201123. They apply to the various food contact materials such as polymeric materials
and articles that are not specifically regulated at the EU level, e. g. adhesives, elastomers and
natural and synthetic rubber, ion-exchange resins, silicones, varnishes and coatings and waxes.

According to RD 847/2011 Art. 6, colorants in plastic food contact materials must meet the identity
and purity criteria established in Annex Il of this Royal Decree. The purity limits specified for

21 hitp://extwprlegsl.fao.org/docs/pdf/ita9972.pdf
22 htps://www.normattiva.it/eli/id/2016/07/26/16G00154/ORIGINAL
23 hitps://www.boe.es/eli/es/rd/2011/06/17/847
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heavy metals, primary aromatic amines (PAA) and Polychlorinated Biphenyls (PCB) correspond
to purity requirements defined in Council of Europe Resolution AP (89)1.

In any case, the migration limits for PAAs in Annex Il of Regulation (EU) No. 10/2011 as amended
have to be observed.

The use of colorants must be in full compliance with the safety requirements of Article 3 of the
Framework Regulation (EC) No 1935/2004.

Switzerland

In SR 817.023.212%* the following terms, among others, are defined in Article 2:

f. Additive: a substance intentionally added to a material in order to produce a physical or
chemical effect during its manufacture or in the finished commodity; this substance is
intended to be present in the finished commaodity;

g. Auxiliary substance in the manufacture of plastics: any substance used as a suitable
medium for the manufacture of polymers or plastics; it may be present in the finished
commodities but is neither intended for this purpose nor does it have any physical or
chemical effect in the finished commodity;

Colorants®: coloured powders, pastes or liquids intentionally added to commodities to
add colour to them and which include colorants and organic and inorganic pigments.

In addition to the subject matter and scope (Article 1), labelling (Article 3) and quality assurance
(Articles 4-7), Articles 8 and 9 contain requirements for metal or metal alloy commodities. The
articles relevant for pigments and fillers are then described.

Product Groups

Plastics (Definition of Terms in Article 10)

The requirements for pigments and fillers in plastics are set out in Articles 11, 12 and 13.
Article 11 describes substances that are listed in Annex 2 and also substances whose use does
not endanger the health of consumers: e. g. colorants (b). Articles 12 and 13 describe both the
overall migration limit and the specific migration limit for additives: According to the Additives
Ordinance (SR 817.022.31), additives are likewise permitted, provided that they do not migrate
into final food products in quantities that alter their technical properties; furthermore, they shall
not exceed the restrictions laid down in the ZuV, in the Flavouring Regulation or in Annex 2 for
foods for which their use as food additives or flavourings is permitted; or exceed the restrictions
laid down in Annex 2 for foods for which their use as food additives or flavourings is not permitted.
Article 15 sets out the requirements for a corresponding declaration of conformity.

Note: Other specifications apply to recycled plastics (Articles 17 to 20). Articles 21 to 25 describe
the requirements for commodities based on regenerated cellulose film.

Paper and Paperboard

The requirements for pigments and fillers in paper are set out in Article 27.

24 Swiss Ordinance about materials and articles intended to come into contact with food
25 In the original Version (German) the term “Farbstoffe” is used incorrectly because the definition means colorants
(“Farbmittel®)
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Ceramic and Glass

The requirements for pigments and fillers in ceramics, glass, enamel and similar materials are
set out in Article 26. There, the maximum amount of lead and cadmium is specified, which can
also be found in Annex 8.

Coatings
There is no information on varnishes and coatings in the Swiss Ordinance.

Article 28 describes the requirements for commodities based on paraffins and waxes; Article 29
describes the requirements for commodities based on colorants.

Printing Ink

The requirements for pigments and fillers in printing inks are set out in Articles 33, 34 and 35.
Article 33 describes the scope: (a) no direct contact with foodstuffs, (b) migration of substances
from printing inks into foodstuffs impossible and (c) leakage of substances or escape as gas
excluded. Article 34 also defines the term “printing ink”: (1) no direct contact with food, (2) manu-
facture with binders, dyes, pigments, plasticisers, solvents, drying agents and other additives,
and application by appropriate printing or coating processes, and (3) finished condition. Finally,
Article 35 names the authorised substances, namely those listed in Annexes 2 and 10 (subject
to compliance with the conditions laid down therein) and certain salts.

Elastomers and Rubber (Commodities based on Silicone)

The requirements for pigments and fillers used as elastomers and rubber, i. e. commodities
based on silicone, are set out in Articles 30 to 32. Article 32 names all authorised substances,
namely those listed in Annexes 2 and 9, subject to compliance with the conditions laid down
therein, and certain salts.
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Russia/Eurasian Economic Union

Since the establishment of the Eurasian Customs Union and the subsequent merger into the
Eurasian Economic Union?®, coordinating and monitoring the formulation and drafting of Techni-
cal Regulations has taken place at this level. The aim is to harmonise the Technical Regulations
of the countries.

- TR for proof of conformit

of the EAEU

- @p TR for proof of conformity

&

(i, R
- @ GOST-R proof of conformity

q”r.'mxv”

Rechnical Regulations
Russia

GOST-R Russia

The Technical Regulations are intended to ensure the safety of products placed on the market
within the territory of the Union and define binding minimum requirements for the implementation
and application of regulated objects (products). The Technical Regulations apply throughout the
territory of the Economic Union. For this purpose, the Eurasian Economic Commission has
issued 45 Technical Regulations with binding requirements. Compliance or conformity with the
Technical Regulations must be demonstrated by means of proof of conformity in the form of
certification or declaration. Such products are marked with the uniform EAC mark. Regarding
commodities and materials intended to come into contact with foodstuffs, the following Technical
Regulations have been issued by the Eurasian Economic Commission:

TR CU 005/2011 “On the safety of packaging”

TR CU 007/2011 “On the safety of products intended for children and adolescents”
TR CU 008/2011 “On the safety of toys”

TR CU 009/2011 “On the safety of cosmetics and perfumes”

TR CU 017/2011 “On the safety of light industry products”

TR EAEU 041/2017 “On the safety of chemical products” from 02.06.2021

Since 2014, work has continued an overarching regulation “On the safety of materials in contact
with foodstuffs”. A public draft is not yet available.

Similar to the EU Framework Regulation 8 (EC) No 1935/2004 or Regulation (EU) No 10/2011,
the Technical Regulations of the Eurasian Economic Union contain both general provisions and
specific requirements for the regulated objects.

ourwWNE

26 Armenia, Belarus, Kazakhstan, Kyrgyzstan and the Russian Federation, Treaty on the Eurasian Economic Union
of 29 May 2014, Astana
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UL UIRGEE AL Hygiene Requirements,
Controlled Uz (1.2.34) Section 16 (1,2,3,4,5)
Substance (1,.2,3.4,5.7)
SML, mg/I SML, mg/dm? SML, mgl/l

Zinc (Zn) 1.000 (1,7,3,2,5) |1.00 (4,3,2) 1.000 (1,2,3,5,7)
Tin (Sn) -(1) 2.00 (1)* - (1)
Boron (B) 0.500 (3,4,5) not allowed 0.500 (3,4,5)
Lead (Pb) 0.030 (32,4,5) | not allowed 2;2335()2, in the case of
Arsenic (As) 0.050 (2,4,5) not allowed 0.050 (2,4,5)
o Et'l)) I piotal 0100 not differentiated 11 otal 0.100 (324
Titanium (Ti) 0.100 (3,2,5) 0.100 (4.3) 0.100 (2,3,4,5)
Aluminium (Al) 0.500 (3,2,4,5) not allowed 0.500 (3,2,4,5)
Barium (Ba) 0.100 (3,2,4,5) not allowed 0.100 (3,2,4,5)
Cadmium 0.001 (3,2,4,5) not allowed 0.001 (2, in the case of 3,4**5)
Copper (Cu) 1.000 (3,2,4,5) 1.000 (4.3) 1.000 (3,2,4,5)
Manganese (Mn) 0.100 (3,4,5) 0.100 (4.3) 0.100 (2,3,4,5)
Cobalt (Co) 0.100 (3,4,5) not allowed 0.100 (3,4,5)
Lithium (Li) -(3) not allowed -(3)
Iron (Fe) 0.300 (2.5) 0.300 (2.5)
Nickel (Ni) 0.100 (5) 0.100 (5)
g'iz)rﬁ?:thy'e”e 0.010 (1) not allowed 0.010 (1)
Benz(o)pyrene not allowed (2) not allowed not allowed (2)
Benzene?” -(1,2) not allowed (1,2) -(1,2)

* Migration into the simulant, no more than

** Different values depending on type and size of tableware

Legend

Plastics

Paper and

Ceramics

Glass

Coatings

Printing ink

N[O WIN|(F-

Elastomers/Rubber

27 The same values also apply to dichlorobenzene, ethylbenzene and chlorobenzene.
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North America
USA

Structure of Rules and Regulations on Commodities/Consumer
Products

US Food contact legislation

United States Code (USC) Code of Federal regulations (CFR)
Laws ‘ Regulations
|
Title 21 Title 21 Food and Drugs
Food and Drugs (21CFR)

27 Chapters |

Chpt Il ONDCP

Parts 1400-1459

Chpt. 9
Federal Food, Drug and Cosmetic

Gick Chpt Il DEA,DO)

DEEEEHEE Parts 1300-1399
I Subch. 1I: Definitions Ii

|~I 5321 (s) food additive I

{ chpt 1 FDA, DOHHS |

5
Parts 1-1259

~I §321 (t) color additive I

Fig 5: US Food Contact - Legislation

Regulations/Recommendations for Goods Traffic

As in most food contact regulations around the world, food packaging in the USA should not
adversely affect food composition, appearance, odour and other relevant properties, including
health, i. e. toxicological aspects. Ideally, no substances should migrate from the packaging into
the food or, if they do, only in toxicologically harmless quantities. Manufacturers are responsible
for the safety of the packaging. They must ensure that all components are approved by the U.S.
Food and Drug Administration (FDA) for the intended use and quantity and that the finished
packaging meets the general requirements.

Substances which are not classified as carcinogenic or toxic and which do not migrate or only
migrate up to a max. of 50 ppm, or which do not reach the food due to an efficient barrier
(“Functional Barrier Doctrine”) do not require approval. This is also referred to as “No Migration
Exemption”. Substances which are used in a concentration below 1 % for the production of a
polymer (catalysts, plasticisers, colorants, etc.) are defined as polymer components and are
therefore also excluded from independent regulatory consideration (“Basic Polymer Doctrine”).
Housewares that are intended to come into contact with food are generally exempt from approval
procedures in the USA (“Housewares Exemption”). The responsibility for the composition of food
contact materials lies solely with the manufacturer.?®

28 Source http://www.packaginglaw.com/special-focus/fathoming-food-packaging-regulation-revisited
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§321 (s) food additive
UsC - Definitions T
—4 §321 (t) color additive

~I 21CFR170 Food additives ] { §170.39 Threshold of regulation for substances used in foodcontact
articles

8174.5 General provisions applicable to indirect food
additives

§174.6 Threshold of regulation for substances used in foodcontact

~[ 21CFR174 Indirect food additives: General ] ‘ _
articles.

~[ 21CFR175 Indirect food additives: Adhesives and Coatings y

21CFR - FDA 21CFR176 Indirect food additives: Paper and Paperboard I

§178.3297 Colorants for polymers

21CFR178 Indirect food additives: i.a. production aids ] | §178.3725 Pigment dispersants

8181.30 Paper/Paperboard food packaging
(Borax, TiO2)

21CFR181 Prior sanctioned food additives ]

§186.1256 Kaolin

§186.1300 Fe203

e N EE i

21CFR186 Indirect food substances GRAS ]
§186.1374 Iron oxides

Fig 6: Consideration of colorants in the Code of Federal Regulations (CFR)

Many substances have already been classified as safe by the FDA and, depending on the area
of application, are included in the positive lists of the above-mentioned paragraphs §8174 - 189
(21 CFR). This inclusion in the positive lists is to be regarded as approval of the substance in
compliance with the named purity requirements and quantity restrictions. Most of the substances
listed in Title 21 can also be viewed in alphabetical order in the “Food Additives Status List”.?°

Colorants are assigned a central role here by §178.3297 (21 CFR), which provides an extensive
positive list for colorants in plastics and which is also frequently referred to in the other para-
graphs. Therefore, confirmation of compliance with this paragraph by pigment manufacturers has
become a kind of industry standard.

Food Contact Notification

If a component of a colorant is not listed there (or in another positive list), the pigment manufac-
turer can apply for a Food Contact Notification (FCN) directly at the FDA.*° This will later only be
valid for the named manufacturer. When such an FCN is issued, an evaluation is carried out to
determine whether there are any concerns regarding migration and toxicology in the intended
use, including the definition of maximum quantities and any other limitations. If the overall result
of the evaluation is good, the FCN can be issued and usually includes information on the exact
composition of the pigment tested and the named limitations. Applicants may carry out and
submit their own studies or calculations based on current scientific methods to determine relevant
data such as migration levels, estimated daily intake levels or environmental exposures. The
FDA can request further studies if necessary and makes guidance documents available on its
website.

29 “Appendix A of the Investigations Operations Manual (IOM)”:
https://www.fda.gov/food/ingredientspackaginglabeling/foodadditivesingredients/ucm091048.htm
30 Sample form (FDA Form 3480) Form3480-Food-Contact-Substance-Notification-or-PNC 4-2020.pdf
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Another safeguard option for pigment manufacturers is known as a “legal opinion”. This involves
renowned law firms in the USA, together with toxicologists and analytical laboratories, carrying
out an assessment similar to that of the FCN. Usually, reference is made to various approaches
that are intended to ensure the safety and harmlessness of the product, such as the “GRAS”
status of a component (“Substances Generally Recognized as Safe”), a migration level below a
toxicologically critical threshold (“de minimis migration”) or the presence of the above-mentioned
efficient barrier that predictably prevents significant migration from packaging into food
(“Functional Barrier Doctrine”).

Recycled Plastics

If the pigment is only to be used in a recycling process to (re)colour a polymer, it is enough to
apply for a “letter of no objection” from the FDA 3!
Canada

Canadian Food and Drugs Act
https://laws-lois.justice.gc.ca/eng/acts/C-1.68/index.html

https://laws-lois.justice.gc.ca/eng/requlations/C.R.C., c. 870/index.html
(F&D Act) and the Food and Drug Regulations (FDRS)

Structure of Rules and Regulations on Commodities/Consumer
Products

Competent authorities:

Health Canada

Health Products and Food Branch (HPFB), Food Directorate (FD)
Canadian Food Inspection Agency (CFIA)

Overarching law:

Canadian Food and Drugs Act (F&D Act), Division 23, Section B.23.001 and the Food and Drug
Regulations (FDRs)

Regulations/Recommendations for Goods Traffic

It is prohibited to bring food into circulation in packaging in which substances harmful to the
consumer can be transferred to the contents (B.23.001). Ensuring the safety of the packaging
material and conformity with B.23.001 is the responsibility of the manufacturer or distributor of
the food.

Health Canada only needs to provide specific information on the packaging material for dietary
supplements (Division 24), infant formula (Division 25), and designer food (Division 28), where
the packaging is part of the evaluation process. Food contact materials such as kitchen utensils
and household goods are exempt from the regulations®?,

31 Further Information: http://www.packaginglaw.com/special-focus/lot-digest-us-recycled-plastic-food-contact-

regulations
32 KELLER AND HECKMAN LLP, Regulation of Food Packaging in Canada, Oct 07, 2014
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Pre-Market Safety Assessments

Due to the lack of positive lists with approved ingredients, packaging materials intended for food-
stuffs can be submitted to the Food Directorate (FD) for a Pre-Market Safety Assessment (also
known as a Health Risk Assessment).®® The aim of the Pre-Market Assessment is to evaluate
chemical product safety according to B.23.001. It can be used both for the finished packaging
product as well as for its starting materials such as plastic granules, dye mixtures and other
mixtures.

For single substances such as pigments, antioxidants, ultraviolet absorbers, etc., the relevant
manufacturers can apply to the Food Directorate (FD) for a “letter of no objection” before the
substance is sold to further processing companies.

“Letter of no objection” (LONO)

Manufacturers of single substances and formulators of packaging materials may provide their
customers with HPFB “letters of no objection” to assure them that the substance or the substan-
ces sold by them have been evaluated by the Food Directorate as chemically safe for use in food
packaging. These letters of confirmation do not, however, constitute approvals in the legal sense
and do not release food packaging manufacturers from their obligation to comply with B.23.001.
The “Letter of no objection” (LONO) has no expiry date and is valid for as long as the substance
is used in the manner described.

It is the responsibility of the manufacturer to inform the Food Directorate of any change (in com-
position/use). The FD may revoke its evaluation at any time if a change in formulation has not
been disclosed or if a potential health risk to the consumer is suspected.

To apply for a LONO, information on the identity of the product, its proposed use, data on extrac-
tability properties and toxicological data are required.®* There is also a diagram providing an
overview of the application process. To speed up the process, it is advisable to apply for
processing aid to the HPFB and the CFIA at the same time.

Food Packaging used in Public Establishments

Where food contact materials are intended for use in public establishments, which are subject to
controls by the CFIA, manufacturers should be aware that since 2 July 2014 the CFIA has relea-
sed industry from its pre-registration responsibility for inclusion in the Reference Listing of Accep-
ted Construction Materials, Packaging Materials and Non-Food Chemical Products. The opera-
tors of public institutions hold responsibility for the use of safe packaging materials that comply
with all legal requirements. Manufacturers of food packaging materials can continue to voluntarily
request a LONO from Health Canada and make this available.®

Positive List for Polymers from the Food Directorate

To make it easier for manufacturers of packaging materials to identify similarities, the Food Direc-
torate maintains positive lists of polymers on the Health Canada website: “Lists of Acceptable
Polymers For Use in Food Packaging Applications”. They include all plastics for which the Food
Packaging Materials & Incidental Additives Section of the Chemical Health Hazard Assessment
Division (Food Directorate) has already issued a LONO for use as food packaging and other food
contact applications. The aim of the list is to eliminate the need to apply for a new LONO if the
composition of a packaging material has been changed solely by replacing the type of plastic

33 https://www.canada.ca/en/health-canada/corporate/about-health-canada/branches-agencies/health-products-food-
branch/food-directorate.htmi

34 Further information: https://www.canada.ca/en/health-canada/services/food-nutrition/legislation-
quidelines/guidance-documents/information-requirements-food-packaging-submissions.html

35 Source: https://food-nutrition.canada.ca/food-safety/referencelist/index-en.php
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with a similar one for which a corresponding authorisation already exists. In this case, it is suffice-
ent to inform the FD about the replacement, so that the LONO retains its validity. The FD reserves
the right to question the change.

The list includes the trade name, the purity of each polymer, the manufacturer, the date of issue
of the LONO and any restrictions. The polymers are divided into 12 groups and one “Others”
category (for polymers not belonging to the 12 previous categories).3®

Positive Lists for Food Contact Materials Possible in Canada in Future

In July 2017, at the 13th Biennial International Symposium on Worldwide Regulation of Food
Packaging in Baltimore, Mr. Anastase Rulibikiye (Section Head of Health Canada’s Health
Products and Food Branch) announced that Canada was considering implementing a positive
list to regulate food contact materials.®’

Recycled Plastics

With respect to their chemical safety, recycled plastics are treated in the same way as that of
new plastics. Manufacturers of food packaging should also read the “Guidelines for Determining
the Acceptability and Use of Recycled Plastics in Food Packaging Applications”.®

In the Technical Committee for Pigments and Fillers of the VdMi, experts from manufacturers of
pigments and fillers deal with regulatory questions, interpretations and the potential effects
thereof on the use of the products in downstream applications.

36 Further information: https://www.canada.ca/en/health-canada/services/food-nutrition/legislation-
guidelines/guidance-documents/lists-acceptable-polymers-use-food-packaging-applications.htmi

37 Source http://www.packaginglaw.com/news/canada-considering-positive-list-system-food-contact-materials

38 Source https://www.canada.ca/en/health-canada/services/food-nutrition/legislation-quidelines/quidance-
documents/guidelines-determining-acceptability-use-recycled-plastics-food-packaging-applications-1996.html
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Asia

India

In India, food contact materials and articles (FCM) are regulated by the “Food Safety and
Standards (Packaging) Regulations”, published in December 2018, replacing the “Food Safety
and Standards (Packaging and Labeling) Regulations 2011”.

The “Food Safety and Standards (Packaging) Regulations” specify the list of Indian Standards
(IS) applicable to food contact paper and paperboard, metal and metal alloys, printing inks,
plastics.

The Food Safety and Standards Authority of India (FSSAI) has been recently working on the
amendment of the 2018 “Food Safety and Standards (Packaging) Regulations”. The draft has
been finalized and notified in the Official Gazette in January 2021.

Based on the draft amendment, a 60 mg/kg migration limit for pigments/colorants in plastic food
contact materials (FCMs) will be established. This will allow manufacturers of FCM to use
pigments/colorants listed in Indian Standard IS 9833, provided the migration limit of 60 mg/kg is
not exceeded. The draft amendment also allows drinking water to be packaged in colored bottles.

IS 9833:2018 “List of Pigments & Colorants for Use in Plastics in Contact with Foodstuffs,
Pharmaceuticals & Drinking Water” is the current standard applicable to pigments/colorants.
Pigments/colorants must be listed on IS 9833 and fulfill the heavy metals purity requirements
based on total metal content according to Indian Standard IS 1600.

For the use of printing inks on FCM, the IS 15494 is applicable.
FCM need to meet metal migration limits indicated in Table 1.

Table 1: Requirements for specific migration limit for plastic materials to be in contact with food

products

S. Contaminant Maximum Migration Limit (mg/Kg)
No.

1. Barium 1.0

2, Cobalt 0.05

3. Copper 50

4. Iron 48.0

5. Lithium 0.6

6. Manganese 0.6

7. Zinc 25.0

For food contact plastics materials 60 mg/kg overall migration limit (OML), no visible color
migration, is applicable.

Reference: food safety regulations for India. Please note that there is a copyright on the
standards. Furthermore, the compendium includes the amendments to the individual regulations
notified in the Gazette of India to give food business operators and consumers a simple
reference; it cannot be considered as a legal document.®®

39 https://www.fssai.gov.in/cms/food-safety-and-standards-regulations.php
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Japan

The Japan’s Ministry of Health, Labor and Welfare (MHLW) published its first Food Contact
Materials (FCM) Positive List (PL) of substances used in synthetic resins for utensils, containers
and packaging (UCP) under the amended Food Sanitation Act of Article 18(3) in April 2020.

Effective 1 June 2020, the Positive List system officially replaced the regulatory scheme for food
packaging materials in Japan with the transitional period of five years. Enforcement will begin on
1 June 2025. Not listed substances used in synthetic resins, manufactured, or sold in Japan
before 1 June 2020, can remain on the market until 31 May 2025.

The FCM Positive List is included in tables 1 and 2 of the Standards and Specifications for Food,
Additives, etc. (MHLW Notification 370). Base polymers are listed in tables 1(1) and 1(2).
Additives are listed in table 2 with use-level limits according to the synthetic resin group.

A substance not listed on the Positive List may still be used if it is not part of the utensils,
containers and packaging (UCP) that comes into contact with food and does not migrate into
food in amounts that exceed the maximum level of 0.01mg/kg which MHLW has specified as
having no risk to human health. However, this limit does not apply to substances with genotoxicity
concern based on available information or the result of genotoxicity testing.

The Positive List system does not apply to substances such as catalysts and polymerization aids
that are not intended to be incorporated into the structure of base polymers, as well as impurities
unintentionally present in the manufacturing process.

The positive list was last updated on 24 December 2021.

The new Positive List system does not change how colorants for food-contact applications are
regulated in Japan. Before and after the implementation of the PL system on 1 June 2020, only
chemically synthesized colorants that are either designated additives or are not expected to
migrate to food, in accordance with MHLW Notification No. 370, may be used in FCM / UCP.

Since MHLW Notification No. 370 did not provide a positive list of permitted colorants, the
certificates issued by Japan Hygienic Olefin and Styrene Plastics Association (JHOSPA) for food-
contact colorants have historically been used to demonstrate compliance under specified use
conditions and continue to be used in support of the compliance status of such colorants for use
in food contact products.

As of April 2021, the Food Contact Materials Safety Center within the Japan Chemical Innovation
and Inspection Institute (JCII) has assumed the hygiene-related business of JHOSPA, The Japan
Hygienic PVC Association (JHPA), and The Japan Hygienic Association of Vinylidene Chloride
(JHAVDC). JCII is expected to continue to issue confirmation certificates for products that meet
the JHOSPA voluntary standard.

Reference: Positive list system for Food Contact Materials.*°

40 https://www.mhlw.go.jp/stf/newpage 05148.html and https://www.jcii.or.jp/en/

www.vdmi.de info@vdmi.vci.de Page 28 of 30


https://www.jcii.or.jp/
https://www.mhlw.go.jp/stf/newpage_05148.html
https://www.jcii.or.jp/en/

Verband der
®| Mineralfarben-
industrie e. V.

South Korea

In South Korea, food contact materials (FCM) and articles are regulated under the Food
Sanitation Act. Chapter 3, Article 8 of the Food Sanitation Act. It prohibits the presence or use of
toxic/harmful chemicals in food contact utensils, containers and packaging (UCP) which could
endanger human health.

In September 2021, South Korea’s Ministry of Food and Drug Safety (MFDS) issued the Notice
No. 2021-76 with the latest food contact requirements under the “Standards and Specifications
for Utensils, Containers and Packaging” (FCM/UCP). The latest standard document
incorporates the proposed provisions from Notice No.?2021-234 of May 2021
(SafeGuardS 86/21).

The Standards and Specifications for Utensils, Containers and Packages, Part | & Il (2021-12)
contain General & Spec Requirements, Limits and Analytical Methods of Heavy metals (HMs),
primary aromatic amines (PAAS) etc. in Plastic, Printing Inks, Paper, Rubber, Metal.

The updated Standards and Specifications for FCM / UCP do not include any specific food
packaging standard and specifications related to colorants or fillers.

Part |
Il. Common Standards and Specifications
1. Common Manufacturing Standards

2) Colorant for manufacturing of utensils, containers and packages shall not use other than
permitted as food additives, except the case that colorant is melted glaze, glass, enamel,
or there is no possibility that colorant migrates into foods.

5. Suitability Determination of Standards and Specifications

c) If standards and specifications are not designated, the Minister of Food and Drug Safety
can comprehensively review related data for each substance, such as major foreign
standards and Tolerable Daily Intake (TDI), if necessary.

In addition, if standards and specifications are not designated in these standards and
specifications or if the test method is not specified, the test may be conducted according to the
test data recognized by the Minister of Food and Drug Safety, International Organization for
Standardization (ISO), European Committee for Standardization (CEN), and American Society
(ASTM).

If the test method is also not available, the test may be performed according to a test method
prescribed in other laws, internationally accepted and a major foreign certified test method. This
test method shall be presented.

References: Food Hygiene Act*! and the English translation of the standards and specifications
of food contact materials, consumer goods and packaging*?.

41 https://www.mfds.qgo.kr/files/upload/eng/FOOD SANITATION ACT.pdf
42 https://www.mfds.go.kr/eng/brd/m_15/view.do?seq=72435&srchFr=&srchTo=&srchWord=&srchTp=&itm seq 1=0
&itm_seq_2=0&multi_itm_seq=0&company cd=&company nm=&page=1
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Australia

Australia and New Zealand

On the publicly accessible website of Keller&Heckmann's law firm, the food packaging
regulations in Australia and New Zealand*® are good described.

The 2016 guidance document continues to refer to Australian Standard AS 2070-199944
(“Plastic Materials for Food Contact Use”), even though this standard, developed by the
independent standard setting body Standards Australia (SA), is no longer directly referenced in
the Code or even considered up-to-date by SA.

Interestingly, Australian Standard AS 2070-1999 directly references the food-contact regulations
in the United States Code of Federal Regulations, and/or the European Commission’s Directives,
noting that new plastic materials must comply with the requirements for food-contact polymers in
one of these jurisdictions.

For more information, please visit the Food Contact Guidance® provided by the Australian
government.

Contact:

Verband der Mineralfarbenindustrie e. V.
Dr. Heike Liewald / Martin Brendel

liewald@vdmi.vci.de / brendel@vdmi.vci.de

The Verband der Mineralfarbenindustrie e. V. represents German manufacturers of inorganic (e. g.
titanium dioxide, iron oxides), organic and metallic pigments, fillers (e. g. silica), carbon black, ceramic and
glass colours, food colourants, artists' and school paints, masterbatches and products for applied
photocatalysis.

The VdMi is listed in the Lobbying Register for the Representation of Special Interests vis-a vis the German
Bundestag and the Federal Government (Lobbyregister des Deutschen Bundestags, number RO00760)
as well as in the Transparency Register of the EU Commission (number 388728111714-79).

43 http://www.packaginglaw.com/special-focus/food-packaging-regulations-australia-and-new-zealand
44 Australian Standard AS 2070-1999
45 Categorisation of chemicals with an end use in articles with food contact
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