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INTRODUCTION

1. The legislation on contaminants in food aims to keep food safe and wholesome. It
requires that contaminants in food are not present in quantities that could endanger
human health, nor affect the nature or quality of the food. The legislation in the United
Kingdom implements European Union (EU) measures that are part of a wide
programme of harmonisation of the laws of all the EU Member States. These
harmonised laws are adopted by agreement between the European Commission and
the Member States, and sometimes the European Parliament and the Council of
Ministers, to protect consumers across the EU and to provide a single market in which
businesses may fairly trade their goods under common rules.

2. This note gives a general introduction to that EU harmonised legislation and describes
its implementation in the United Kingdom. Northern Ireland has always had separate,
but similar, provisions to the rest of Great Britain*. Since devolution, Scotland” and
Wales® also have their own provisions that reflect the measures in force in England that
are described here. The various EU measures and their UK implementing measures
are listed in the tables in this Note. The legislation discussed in this note controls
contaminants from a number of sources:

a) Chemical contamination from -
chemicals used in contact materials and articles that may
migrate into the food;
within the food and arising from food processes;
the environment from which the food originated;
added substances in the food.

b) Mycotoxin contamination in -
cereals and derived products;
nuts;
dried fruits;
spices
baby foods;
coffee;
milk;
fruit juices;
wine.

c) Radiological contamination from -
the environment following a nuclear accident;

d) Residues in food from the use of -
pesticides; and,
veterinary medicines.

e) Nitrates from green, leafy vegetables.

The legislation that controls the processing of food by ionising radiation (food
irradiation) is also discussed.

! Contact the Food Standards Agency Northern Ireland, @: 028 9041 7708, =: 028 9041 7726
% Contact the Food Standards Agency Scotland, @ 01224 285170 = 01224 285168
® Contact the Food Standards Agency Wales, @ 029 2067 8999 = 029 2067 8918/9
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EU REGULATORY PROCESS

3. Discussions within the EU on new aspects of legislation are continuous. At any one
time three or four different issues can be under discussion for each type of contaminant
and each one will be at a different stage in the negotiating process. It is important to
know the key stages in the process of putting harmonised EU rules in place in order to
understand what is happening with any issue in which you may have an interest. The
ability to make a case for or against any particular issue varies according to the stage
an issue has reached in the process. This part of the explanatory note does not
propose to offer a definitive guide to the EU legislative process, it aims to elaborate the
main stages in relation to establishing EU harmonised rules to help you understand the
basic process. There are more authoritative and exhaustive guides available.

Stages in the process of making harmonised EU rules

4. Non-papers — papers that are circulated by the European Commission’s services as an
expression of ideas that may or may not eventually become a serious proposal. A non-
paper is an informal document that does not pretend to represent the views of the
Commission but will form the basis of informal discussion between the Commission
services and interested parties, including consumer and industry interests and Member
State Authorities. Commission Working Group - the body through which the
Commission’s services will conduct informal negotiations with stakeholder bodies such
as European manufacturing and trade and consumer bodies and representatives of the
Member State National Authorities. Internal consultation - the process by which the
Commission services circulate amended non-papers among themselves to iron out any
conflict of policy interests. This culminates in a draft going to the Commission’s Legal
Services for polishing into a document for the Commission to consider seriously as a
proposal. Proposal - a text adopted by the Commission to be formally put before the
adopting body. Comitology - one process by which a proposal is formally adopted in
Committee by the Member States acting by qualified majority. Standing Committee -
the formal adopting body for certain types of EU measure used when it isn't necessary
for the European Council of Ministers and the European Parliament to enter into
detailed discussions on the proposal. Co-Decision — the system of adoption used
when the European Council of Ministers and the European Parliament do need to enter
into detailed discussions on the proposal. This is usually the case when the horizontal
measures are proposed. Much of the legislation on food contaminants is adopted
through Comitology using the Standing Committee on the Food Chain and Animal
Health (SCoFCAH). SCoFCAH has seven sections dealing with different aspects of
food and feed legislation. Proposals on food contaminants are normally made through
the toxicology section, but another section of the Committee may be used if a proposal
needs to be adopted before its next meeting. OJ - the Official Journal of the European
Community is the official publication that will carry the formal version of any text
adopted. This will be the legal text and it will take effect 20 days after publication.

CHEMICAL CONTAMINATION

THE CORE LEGISLATION — THE EUROPEAN REGULATIONS

5. Throughout the EU the core legislation is known as the horizontal measure because it
applies across the particular area at which its controls are aimed. It normally lays down
the main requirements to protect human health and the nature and quality of the food
from the particular hazard source at which it is aimed and, thus, sets out the main
principles and controls. Under these horizontal measures there will normally be a raft of
more specific (vertical) measures that lead to the fulfiiment of the main principles and
requirements laid down in the horizontal measure. When these EU measures are
adopted in the form of European regulations, authorities in each UK country only have
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to put in place regulations that devolve the powers of enforcement to the proper UK
enforcement authorities, normally the food authorities within local councils that deal up
and down the country and Port Health authorities. That is because EU regulations are
directly applicable in every Member State of the EU. Where EU directives are adopted,
they have to be fully transposed into national regulations in each country of the UK and
throughout the rest of the EU.

CHEMICAL MIGRATION FROM FOOD CONTACT MATERIALS

6. The legislation governing chemical migration from food contact materials and articles is
complex and detailed. It has taken many, many years to establish as harmonised
measures across the EU and there are many more such materials for which specific
measures have to be established. The description of this legislation occupies a great
deal of this Note, but that reflects its complexity. It is described first of all the
contaminants in food legislation because of this and because in doing so, many areas
common to all this legislation, such as enforcement, offences and penalties, can be
described. The EU horizontal measure controlling all food contact materials and
articles is European Regulation (EC) number 1935/2004*. The European Regulation is
directly and fully applicable in all EU Member States. National regulations in each of the
countries of the United Kingdom, such as The Materials and Articles in Contact with
Food (England) Regulations 2007, establish the means for enforcing the EU Regulation
and lay down offences for failing to comply with that Regulation. The England
Regulations also lay down some defences against some alleged offences as well as the
penalties that may be imposed by the Courts upon conviction for an offence. They also
implement some other EU legislation, such as that on regenerated cellulose film.

7. The European Regulation is a so-called ‘horizontal’ measure, that is to say it applies
across the board to all food contact materials and articles. It is quite encompassing and
detailed, and it provides flexibility in the type of instrument that the European
Commission can propose for adoption for new measures for specific substances,
processes, materials and articles. These have mostly taken the form of European
regulations because they are easier to enact across the EU, in that they are directly
applicable in all Member States. This means that there are no lengthy periods needed
in which all the Member States enact the rules in their own territories and it avoids
translation ambiguities arising from that process. However, it is likely that some future
elaboration of the provisions of these regulations could be made by Commission
Decisions, for example changes to the technical lists of authorised substances. We
already know that processes for recycling food contact plastics will be ‘authorised’ at
Community level. These authorisations will not require a European regulation, but a
decision of the Commission adopted by the comitology process through The Standing
Committee on the Food Chain and Animal Health (SCoFCAH). This means that
adoption follows majority agreement by the Member States. Where directly applicable
European regulations are adopted, national regulations are brought into force in
England, Scotland, Wales and Northern Ireland to devolve the power of enforcement to
the Enforcement Authorities designated by The Food Safety Act 1990 and to tie those
European Regulations into the offences, defences and penalties that apply under this
legislation.

8. Significantly, the European regulation also provides for the development of new
technologies in food contact materials and articles in the form of so-called ‘active’ and
‘intelligent’ food contact systems (see section 10). It has permitted, since 2004, the
intended migration of substances from food contact materials and articles into
foodstuffs, but only in compliance with given safeguards. All the major provisions of the
Regulation are described later in this paper.

*0J 338 13.11.2004



9.

10.

11.

12

13.

The Effect in the United Kingdom
The European Regulation is directly applicable and therefore did not need to be
implemented in the United Kingdom. However, regulations were made in each country
of the UK to ensure the proper enforcement of the EU Regulation and to put in place
offences and penalties for breaching them. At the same time the Directive on vinyl
chloride monomer (78/142/EEC as amended) was transposed in these UK regulations
because it had originally formed part of regulations that were now being revoked.
Alongside this, EC Directives on regenerated cellulose film (93/10/EEC) not only
needed to be re-enacted for the same reason, but the initial EC directive was amended
by Directive 2004/14/EC. Thus the amended EC provisions on this material were re-
enacted in their amended form in each part of the United Kingdom.

Enforcement of the EC Regulation
The European Regulation is enforced in the United Kingdom by the Food Authorities
defined by the Food Safety Act 1990, as amended. The enforcement of food law is
therefore primarily (but not solely) the responsibility of the local authorities in the UK,
and they authorise their officers, Environmental Health Officers (EHOs) and Trading
Standards Officers (TSOs) to do this work. Thus the authorities include the Port Health
Authorities, borough, district or county councils, the City of London (including the
Temples) and the islands and district councils in Scotland. This ensures that
enforcement of the European Regulation is the same as the enforcement of other
elements of the food law.

Penalties for infringement
The new regulations in each part of the United Kingdom make necessary provision for
sanctions that will apply to infringements of the European Regulation. The European
Regulation required that, in putting these sanctions in place, they should be effective,
proportionate and dissuasive. The penalties in the new regulations made in each part
of the United Kingdom bring the penalties that apply to infringement of the European
Regulation into line with those that apply to infringements of the Food Safety Act 1990,
as amended. They provide that a person found guilty of an offence under the European
Regulation is liable on conviction on indictment to a fine or imprisonment for a term not
exceeding 2 years or both and on summary conviction to a fine not exceeding the
statutory maximum or to a term of imprisonment not exceeding 6 months or to both.

What the EC Regulation applies to

. The Regulation applies to all materials and articles in their finished state that are

intended to come into contact with food. It also includes within its scope those
materials and articles that can reasonably be expected to be brought into contact with
foods, for example the linings inside refrigerators, and those that can reasonably be
expected to transfer their constituents to food, for example, printing inks and adhesive
labels that may be used on packaging. However, it specifically excludes covering or
coating substances that are part of the food and that may be eaten with it, such as
sausage skin. Also excluded are materials and articles that are supplied as antiques
manufactured and placed on the market before 1% January 1980. Materials and articles
that are used in fixed public and consumer water supply systems are also excluded
from this Regulation, but separate legislation applies (contact the Water Research
Council, Evaluation and Testing Centre, @: 01495 248454, fax: 01495 249234,

email: wrcetc@wrcplc.co.uk).

Food contact materials and articles are not defined further in the Regulation, but they
clearly include all the elements that make up food packaging, cookware, cutlery,
tableware, work surfaces and food contact parts of processing equipment.



The main provisions of the EC Regulation
14. As well as defining the scope of its application, the Regulation also provides definitions
of the principle terms it uses, such as ‘placing on the market’ and ‘traceability’. These
are used elsewhere in EC food law, but have a slightly different meaning here. Other
terms are ‘active’ and ‘intelligent’ food contact materials and articles, ‘business’ and
‘business operator’.

15. There are sixteen main provisions in the Regulation that cover:

a) the general protective f)  Member State competent I) access to information,

requirement; authorities; confidentiality and data

. . . - . . sharing;

b) active and intelligent g) administrative review of g

materials and articles; EFSA’a actions; m) adoption of measures;
c) future specific measures; h) labelling materials and n) sanctions for infringement of

. articles; the Regulation;

d) consulting the European 9

Food Safety Authority; i)  product compliance 0) repeal of Directives;

- declarations;

e) substance authorisation p) goods on the market before

procedures and time limits j) traceability; 3 December 2004.

and changes to
authorisations;

The
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17.

k) safeguard measures to
protect the public;

Some of the key provisions among these are discussed in more detail in the following
paragraphs.

general protective requirement

. Article 3.1 of the Regulation requires that all food contact materials and articles should be
manufactured using good manufacturing practice. In normal use, they may not transfer their
constituents to food in quantities that could endanger human health or cause unacceptable
changes in the composition of food or a deterioration in its taste, texture, aroma and
appearance. Whilst this applies traditionally to the adventitious migration of substances
from food contact materials and articles, it also serves as a failsafe provision where intended
migration arises in the case of ‘active’ food contact materials and articles.

Under Article 3.2 the labelling, advertising and presentation of a material or article shall not
mislead the consumer. Once again this is the overriding principle governing the labelling of
these materials and articles. Other aspects of labelling for food contact materials and
articles are discussed in paragraph 2.25.

Good manufacturing practice

18

. Regulation (EC) No. 2023/2006 of 22" December 2006° (“the GMP Regulation”) came into
force on 18" January 2007. lIts provisions have applied since 1 August 2008 and they
require businesses to establish and document good practices and procedures. This 2006
Regulation elaborates the general requirement from the 2004 Regulation in relation to ‘good
manufacturing practice’ (GMP). In so doing it lays down the rules on GMP for the groups
and combinations of materials and articles intended to come into contact with food that are
listed in the annexes (see paragraph 2.19 below) and for recycled materials and articles.
There is currently one such annex dealing with the application of printing inks to the non-
food contact side of a material or article. The regulation applies to all sectors and to all
stages of manufacture, processing and distribution of food contact materials and articles,
but not the production of the starting substances used in their manufacture.

19.The detail of the GMP Regulation defines GMP as those aspects of quality assurance that

ensure that materials and articles are consistently produced and controlled to ensure
conformity with the rules applicable to them and with the quality standards appropriate to

*0J
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their intended use. It ties this definition securely into the general requirement, of Article 3 of
the 2004 Regulation. It also defines what it means by the terms ‘quality assurance system’,
‘quality control system’, non-food contact side’ and ‘food contact side’. In elaborating the
first two of these terms, the GMP Regulation requires that business operators document
their systems and apply them proportionately to the size of the business to avoid excessive
burden on the business. The documented system put in place in the business has to be
made available to the Authorities for inspection on demand. The Materials and Articles in
Contact with Food (England) Regulations 2007° provide for the enforcement of the GMP
Regulation in England by the Enforcement Authorities. Similar provisions have been
enacted in Scotland, Wales and Northern Ireland. The Agency published its Guide to United
Kingdom Legal Compliance and Good Practice for Business Documentation on 23™ June
2009; the Guide can be freely downloaded from the Agency’s website at:

http://www.food.gov.uk/foodlabelling/foodcontactmaterials2/legalcompliancefoodpackaging

Special requirements for active and intelligent materials and articles

20. So-called ‘active’ and ‘intelligent’ materials and articles are defined by Article 2.2 (a) and (b)
respectively. In essence, ‘active’ materials and articles fall into two categories. The first
category is for those that are designed to actively release a substance into or onto the
foodstuff with the intention of extending its shelf life, or maintaining or improving its
condition. However, they may only do so if the changes to the foodstuff comply with
European Community rules on food, such as those on the use of approved food additives.
Where there are no Community provisions, the ‘active’ materials and articles must comply
with the national rules of any Member State in which they are placed on the market. The
substance being released into the foodstuff is treated as an ingredient to the foodstuff and
must already be authorised for use in food by relevant Community rules on food. The
second category is for those materials and articles that are designed to absorb something
from the packaging environment surrounding the foodstuff. These are likely to be materials
or articles containing such things as gas scavengers. These soak up gases that might
hasten the deterioration of the packaged food, however, scavenging typical gases that
would indicate an ‘off’ odour from the food would mislead the consumer as to the condition
of the food and this is not permitted. The ‘absorbers’ also include the likes of absorbent
pads that soak up or otherwise conceal liquids draining from the foodstuff, for example pads
that absorb blood draining from packaged fresh meat. Active materials and articles are not,
under any circumstances, allowed to bring about changes to the organoleptic properties of
the food or create a situation that would mislead consumers about the foodstuff.

21. ‘Intelligent’ materials and articles are those that monitor the condition of the food or its
surrounding environment in the packaging. These include for example colour indicators that
monitor the food environment in the packaging for temperature and gases and change
colour when the packaging environment changes. This change of colour is visible from the
outside of the packaging and tells the retailer and consumer when the food has spoiled.
Others might change colour over a particular period of time and indicate when the ‘use by’
date has been reached. As with ‘active’ materials and articles, such indicators are not
allowed to mislead consumers about the condition of the food through the information they
provide.

22. Active and intelligent materials and articles that are already in contact with food when placed
on the market have to be labelled to clearly show which parts of the material or article are
not to be eaten and that they are active or intelligent materials and articles. Other aspects of
labelling for food contact materials and articles are discussed in paragraph 2.25. More
specific provisions concerning these materials and articles, including the means for their
assessment and approval are laid down in a new European Regulation, which was published
in the Official Journal of the European Community on 30" May 2009’. Regulation (EC) No.

® 512007 No. 2790
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http://www.food.gov.uk/foodlabelling/foodcontactmaterials2/legalcompliancefoodpackaging_

450/2009 (“the AIM Regulation”) lays down the specific requirements for active and
intelligent materials and articles. The AIM Regulation came into force on 20" June 2009
and is applicable throughout the EU (see section 10 — specific measures).

Specific measures

23.

24,

25.

The European Regulation provides for specific measures to be adopted for particular groups
of materials and articles. These are:

a. active and intelligent materials paper and board;

i.

and articles; j- plastics;
b. adhesives; k. printing inks;
C. ceramics; I.  regenerated cellulose;
d. cork; m. silicones;
e. rubbers; n. textiles;
f. glass; 0. varnishes and coatings;
g. ion-exchange resins; p. waxes;
h. metals and alloys; g. wood.

Specific measures currently exist for ceramics, plastics, and plastic recycling processes for
food contact use and for regenerated cellulose film. They also exist in relation to the
substances BADGE®, BFDGE® and NOGE™ for all plastics, adhesives and coatings and for
the use of vinyl chloride monomer in food contact plastics.

The specific measures are likely to include lists and registers of substances and processes
authorised for use in the manufacture of those materials and articles and any conditions
imposed on their use including any limits on substance migration into foodstuffs. The
procedures for the authorisation of substances, materials and processes will be made clear
in these measures. They will also include purity standards for substances, quality standards
for processes and provisions to protect peoples’ health from oral contact hazards. Rules will
also be included on checking compliance with the measures, sampling and analysis for
compliance checks, traceability and record keeping and labelling for active and intelligent
materials and articles.

Compliance declarations

26.

The European Regulation requires that specific measures provide for the materials and
articles that they deal with to be accompanied by a written declaration of compliance with the
rules that apply to them. This compliance will be demonstrable through appropriate
documentation that shall be made available to the authorities on demand. The rules on
regenerated cellulose film and food contact plastics already contain more detailed provisions
concerning compliance declarations and the rules on recycled plastics require the same
declarations as for virgin plastics. In the absence of EU harmonised specific measures,
Member States are able to adopt or retain their own national provisions for compliance
declarations. Current provisions on compliance declarations are contained in specific
measures on food contact plastics, ceramics and regenerated cellulose film. The Agency’s
Guide to United Kingdom Legal Compliance and Good Practice for Business Documentation
that was mentioned earlier provides detailed guidance, including templates for businesses’
declarations, that are required by specific EU measures and guidance on good business
practice where they are not.

Substance authorisation

27.

It is currently intended that, in time, all substances used for the manufacture of food contact
materials and articles are likely to have to be assessed for risk and to be authorised. This
may also apply to some specific types of articles, such as functional barriers and active and

8 2,2-bis(4-hydroxyphenyl)propane bis(2,3-epoxypropyl) ether
® bis(2,3-epoxypropyl)ethers
% novolac glycidy! ethers



intelligent packaging, and to some processes, like those that mechanically recycle food
contact plastics. The risk assessment will be carried out by the European Food Safety
Authority (EFSA) who will then publish their opinion. The process for that risk assessment is
clearly outlined in the provisions of the European Regulation, as are time limits for the
process and the duty of notification of the parties involved. In addition to the provisions in
the European Regulation, EFSA has published an extensive ‘Note for Guidance’ to help
petitioners present their application for the authorisation of a substance and separate
guidance for an application for the authorisation of a plastics recycling process. These can
easily be downloaded free of charge from the EFSA website at:

http://www.efsa.europa.eu/science/afc/afc _opinions/catindex en.html

28. The European Food Safety Authority’s opinion will be taken into account by the European
Commission should it make a proposal to authorise the substance or process in question
along with any conditions attached to the authorisation. Proposals for authorisation will be
adopted by a specific measure that will have to be agreed and adopted by the Standing
Committee on the Food Chain and Animal Health acting by qualified majority. Once
authorised, the substance will be included in a positive list of substances or a Community
register of processes and in a register of substances maintained by the Commission.
Authorisations may be modified, suspended or revoked by means of an application that will
again be assessed for risk by EFSA. That application for modification can originate from an
applicant, a Member State or the European Commission. Information on food contact
analysis and research is available at the following websites http://crl-fcm.jrc.it and
http://cordis.europa.eu/en/home.html

Administrative review
29. The European Food Safety Authority is at the heart of European authorisation procedures.

It provides the all-important risk assessment that the European Commission and the
Member States will take account of when deciding upon applications for the authorisation of
substances and any conditions that may attach to an authorisation. EFSA already has
various rules governing its procedures and practices. However, specifically in relation to its
work on food contact materials, the European Regulation provides that EFSA’s actions, but
not its opinions, can be reviewed by the Commission. In doing so the Commission may act
on its own initiative or at the request of a Member State or an applicant. There are
safeguards built into this provision to prevent its vexatious use.

Labelling requirements

30. The labelling provisions of the European Regulation require that food contact materials and
articles not already in contact with food when they are sold, should be accompanied by
either the words ‘for food contact’, or a specific indication as to their use. This indication can
take the form of an appropriate, easily recognisable symbol such as a coffee machine, wine
bottle, soup spoon etc. Alternatively the symbol may be the wineglass and fork symbol long
permitted for use with food contact materials and articles by previous Directives. However,
this wording or symbol isn’t necessary for articles whose characteristics make them clearly
intended for use in contact with food. If necessary, special instructions for the safe and
appropriate use of the material or article must also be given and the name or trade name
and the address of the manufacturer, processor or seller who places the goods on the
market must be included. The information provided must be in a language easily
understood by purchasers, conspicuous, legible and indelible. There are rules about the
citing of this information at the marketing and retail stages.

Traceability
31. Since October 2006 all materials and articles shall be traceable at all stages of manufacture,
processing and distribution to enable them to be controlled and if necessary recalled if they
are defective. This traceability should facilitate the provision of consumer information and
the attribution of responsibility for any problems that arise. Business operators are required
to have systems and procedures in place to allow the identification of the business from
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which and to which materials and articles, substances or products used in their manufacture
have been supplied. This is generally referred to as the “one forward and one back”
principle. The measure also requires that the information is made available to competent
authorities on demand.

Safeguard measure
32. To ensure that authorised substances subsequently found to be harmful can quickly be

restricted from use, Member States can act on their own authority to temporarily suspend or
restrict the application of the provisions of the European Regulation. This will arise where
new information or a review of existing information provides detailed grounds for concluding
that the use of a material or article endangers human health, even though it complies with
the relevant specific measure. When a Member State takes this action it must tell the other
Member States and the Commission and explain its reasons. This will cause the
Commission to examine the case within a meeting of the Standing Committee on the Food
Chain and Animal Health, after seeking, if appropriate, the opinion of EFSA, in order that the
Commission may give its opinion and take appropriate measures without delay.

Access to information and confidentiality

33. Public access to information will be based on the principle of openness, unless there are
good grounds for confidentiality. Applications for authorisation of a substance or process
and any supplementary information provided by applicants will be publicly available. This
will include the name and address of the applicant and the chemical name of the substance,
information of direct relevance to the safety assessment of the substance and any analytical
methods involved. The European Commission will determine with applicants what
information shall be treated as confidential and inform applicants and EFSA. The EFSA has
a duty to provide the Commission and the Member State Authorities with all information in its
possession on request. Even where confidentiality has been established, it may be
overridden and the information made public where this becomes necessary to protect public
health. Only the withdrawal of an application for authorisation can maintain the
confidentiality of any commercial or industrial information within an application.

SPECIFIC EU MEASURES — FOOD CONTACT PLASTICS

34. The specific Directive dealing with food contact plastics is Commission Directive
2002/72/EC. The Directive lists permitted monomers and approved additives, and sets
overall and specific migration limits. It has now been the subject of six amendments.
Directive 2004/1/EC suspended the use of azodicarbonamide as a blowing agent, while
Directive 2004/19/EC amended the lists of monomers and additives and the restrictions on
their use as well as setting the deadline of 31 December 2007 by which the provisional list of
additives would be created. Directive 2005/79/EC made more amendments to the lists of
monomers and additives and the restrictions on their use and placed particular restrictions
on the use epoxydised soybean oil (ESBO). Directive 2007/19/EC introduces the greatest
number of changes to the main Directive so far. It makes routine amendments to the
Community list of authorised monomers and starting substances in Annex Il to the 2002
Directive and to the incomplete list of additives in Annex Il to that Directive. These
amendments include new substances and amend the entries for existing ones following risk
assessments published by the EFSA. In particular, the changes provide new limitations on
the use of and migration limits for certain plasticisers, including ESBO and some phthalates.
It also amends Council Directive 85/572/EEC by introducing a fat (consumption) reduction
factor (FRF) which provides a better estimation of consumer exposure to substances
migrating into fatty foods. The requirements of Directive 2007/19/EC are discussed in more
detail in paragraph 3.22. Most recently, in March 2008, the fifth amendment in the form of
Directive 2008/39/EC was published in the Official Journal of the European Union (OJ). All
these amendments are fully enacted in The Plastic Materials and Articles in Contact with
Food (England) Regulations 2009, and in equivalent legislation in Northern Ireland, Scotland
and Wales.
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35.

The sixth amendment to the Commission Directive has been adopted as this revision of the
Explanatory Note goes to press. The revision is quite straightforward in only making routine
amendments to the lists of authorised substances in Directive 2002/72/EC. The amendment
adds some forty or so substances to those lists and in doing so, removes nineteen from the
Commission’s provisional list of technical additives. On this occasion, the amendment is by
way of a Commission regulation rather than a directive and it comes into force 20 days after
being published in the Official Journal of the European Communities. Once it comes into
force the regulation will be directly applicable throughout the European Union and no
national legislation will be needed in the UK to bring it into force. References in our 2009
Regulations automatically include updates to EU lists of authorised substances.

UK Implementing Regulations

36.

Directive 82/711/EEC, as amended, and 85/572/EEC, as amended, set out the rules for
testing compliance with those migration limits. Council Directive 78/142/EEC, as amended
by Directives 80/766/EEC and 81/432/EEC, deals specifically with food contact materials
and articles containing vinyl chloride monomer (see paragraph 3.16 for more detail on this).
Finally, Regulation (EC) Number 1895/2005 impacts upon this Directive through its
provisions on the use of BADGE in all food contact plastics. All these measures are enacted
or given effect along with Commission Directive 2002/72/EC and all its amendments in our
2009 Regulations

Scope of the plastics legislation

37.

38.

Directive 2002/72/EC states that the plastics legislation applies to materials and articles
made exclusively of plastic which, in their finished state, are intended for use in contact with
food. It also applies to materials and articles made of bonded layers of plastic. If a non-
plastic layer is incorporated the material or article is not covered by the Directive. This
excludes, for example, plastic coatings on paper or metal cans, but these must meet the
general requirements of the European Regulation, (EC) number 1935/2004.

In the EC Directive ‘plastics’ are defined broadly as macromolecular organic polymers. The
Directive is clear in excluding regenerated cellulose film; elastomers and rubber, paper and
board whether or not it contains plastic, wax surface coatings with or without plastic and ion
exchange resins. These either have, or will have, their own specific measures. However,
Regulation (EC) Number 1895/2005 on the use of certain epoxy derivatives does not limit
the plastics within its scope; it is explicit that ALL food contact plastics are covered by its
provisions. This is reflected in our Regulations. Directive 2007/19/EC amended Directive
2002/72/EC and made it clear that plastic layers or plastic coatings, forming gaskets in lids
that together are composed of two or more layers of different types of materials came within
scope of the rules on food contact plastics.

General requirements for plastic food contact materials and articles

39.

There is a limit on the maximum quantity of constituents allowed to transfer (or migrate)
from plastic materials and articles into food. This ‘overall migration limit’ is 10 milligrams per
square decimetre of plastic surface area, in general. However, it can be 60 milligrams per
kilogram of food in awkward cases such as for containers, or similar receptacles, with a
capacity of from 0.5 to 10 litres, or for which a contact area cannot be determined, and for
sealing devices such as caps, gaskets and stoppers.

Permitted monomers and starting substances

40.

Many of the chemicals permitted for use in the manufacture of food contact plastics are
restricted. Directive 2002/72/EC establishes a ‘positive list’ of approved monomers and
starting substances. Food contact plastics can only be manufactured using those

12



monomers and other starting substances on the list and in compliance with any restrictions
placed on their use. These restrictions are expressed in one of the following forms:

a) ‘specific migration limit’ (SML);

b) specific migration limit as a total moiety of substance(s) indicated (SML(T));

c) limit on the residual quantity left in the finished material or article (QM);

d) limit on the residual quantity left in the finished material or article expressed as a total
moiety of substance(s) indicated (QM(T));

e) limit on the residual quantity left in the finished material or article expressed as
milligrams per 6 decimetres squared of the surface in contact with the food (QMA);

f) limit on the residual quantity left in the finished material or article expressed as
milligrams of the total of the moiety of substances indicated per 6 decimetre squared
of the surface of the material or article in contact with the foodstuff (QMA(T)).

41. However, at present, the list does not include monomers and starting substances used only
in the manufacture of surface coatings obtained from resinous or polymerised products such
as varnishes, lacquers paints etc., epoxy resins, adhesives and adhesion promoters and
printing inks. As a result, these substances can only be used if they comply with the general
requirements of the European Regulation.

Vinyl chloride monomer

42. Separate Directives 78/142/EEC, 80/766/EEC and 81/432/EEC, predating 2002/72/EC,
restrict the use of vinyl chloride monomer in the manufacture of food contact plastics, and
lay down the laboratory methods for testing compliance with the restrictions. Directive
78/142/EEC sets a residual limit (QM) of 1 milligram vinyl chloride per kilogram of material or
article, and a migration limit (SML) of 0.01 milligrams vinyl chloride per kilogram of food.
These Directives were first implemented by The Materials and Articles in Contact with Food
(England) Regulations 2005; they are currently implemented by The Materials and Articles in
Contact with Food (England) Regulations 2007.

Additives

43. There is no longer an ‘incomplete list’ of additives that may be used in the manufacture of
food contact plastics contained in Directive 2002/72/EC. Commission Directive 2008/39/EC
amended Directive 2002/72/EC to begin the process of creating a single, closed Community
list of additives. For the time being there is the Community list of additives contained in the
Directive and there is a provisional list of additives published by the European Commission.
This provisional list is a specific list of permitted additives until they are either formally
approved or removed from the list altogether. The detailed provisions about this
arrangement are discussed in detail below. Commission Directive 2004/1/EC amended
Directive 2002/72/EC for the first time and suspended the use of the additive
azodicarbonamide as a blowing agent in the manufacture of food contact plastics from
August 2005. It was adopted by the Standing Committee on the Food Chain and Animal
Health in December 2003 and published in the Official Journal in January 2004". The
Directive permitted materials and articles in which this substance had been used to continue
to be placed on the market providing they were filled before 2 August 2005 and the date of
filling appeared on the material or article. These provisions were first implemented by Plastic
Materials and Articles in Contact with Food (England) (No.2) Regulations 2006, they are
currently implemented by our 2009 Regulations.

44. Commission Directive 2004/19/EC amended Directive 2002/72/EC for the second time. It
was adopted in February 2004 and published in the Official Journal on 10 March 2004,
This second amending Directive made routine amendments to the Community list of
permitted monomers in Annex Il to Directive 2002/72/EC and the incomplete list of additives

' 0J L 7/45-46 13.1.2004
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13



in Annex lll of that directive. It also, and significantly, started the countdown to the creation
of a positive list of additives permitted in the manufacture of food contact plastics. It
required the Commission to establish by 31 December 2007 the date when the list of
additives should become a positive list. It also confirmed that certain additives used only in
the manufacture of surface coatings, epoxy resins, adhesives and printing inks and those in
colourants and solvents are not included in this list of plastics additives. It also outlined the
procedure to be followed for adding a new additive to the Community list. It was vital
therefore that an additive was permitted in one or more Member State and the subject of a
petition to EFSA for risk assessment by 31 December 2006, if it were to be included in the
provisional list of additives that will form the basis of a positive list. The Plastic Materials and
Articles in Contact with Food (Amendment) (England) Regulations 2005", were the first to
enact the provisions of Directive 2004/19/EC.

45. Provision is made in the 2004 Directive for the first time on the use of food additives in the
manufacture of food contact plastics. This provision prohibits the migration of those
substances in quantities:

a) having a technological function in the foodstuff;

b) exceeding the limits set in food law for their use as authorised food additives or
flavourings;

c) exceeding the limits in foodstuffs prescribed in the Directive where their use is not
authorised as a food additive or flavouring.

46. Prior to being placed on the market, the use of these additives must be given in a written
declaration accompanying the material or article where the material or article is to be used in
contact with a foodstuff containing that food additive. Additionally and again prior to being
placed on the market, written declarations of compliance must accompany food contact
plastic materials and articles in accordance with the European Regulation. The Plastic
Materials and Articles in Contact with Food (England) (No.2) Regulations 2006 first enacted
the provisions of this Directive in England.

47. Commission Directive 2005/79/EC amended Directive 2002/72/EC for the third time. It was
adopted in September 2005 and published in the Official Journal on 19 November 2005™.
This third amending Directive made routine amendments to the Community list of authorised
monomers and other starting substances in Annex Il to Directive 2002/72/EC and to the
incomplete list of additives in Annex Il to that Directive. These amendments included new
substances and amended entries for existing ones following risk assessment by EFSA. In
particular, the specific migration limit for epoxydised soybean oil (ESBO), that had been set
at 60 milligrams per kilogram of food, was halved for certain PVC gaskets containing ESBO.
This applied to those gaskets used to seal glass jars containing infant formulae and follow-
on formulae or containing processed cereal-based foods and baby foods for infants and
young children. This helped to ensure that infants and young children who regularly ate
these foods would not exceed the amount considered safe to consume daily over a lifetime
(the Tolerable Daily Intake) that had been set for ESBO. The Plastic Materials and Articles
in Contact with Food (England) (No. 2) Regulations 2006 implement the provisions of this
Directive for the first time.

48. Commission Directive, 2007/19/EC, amended Commission Directive 2002/72/EC for the
fourth time. It was adopted in January 2007 and published in the Official Journal on 12"
April 2007." This amendment introduced the greatest number of changes to the 2002
Directive so far. It made routine amendments to the Community list of authorised

13 31 No. 2005 325
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monomers and other starting substances in Annex Il to the 2002 Directive and to the
incomplete list of additives in Annex lll to that Directive. These amendments included new
substances and amended the entries for existing ones following risk assessments published
by the European Food Safety Authority (EFSA). In particular, it provided new limitations on
the use of and migration limits for certain plasticisers, including ESBO and some phthalates.
It also amended Council Directive 85/572/EEC by introducing a fat (consumption) reduction
factor (FRF) to provide a better estimation of consumer exposure to substances migrating
into fatty foods

49. The Directive provided clarification of the term ‘plastic multi-layer and brought such
materials firmly within the scope of these rules and distinguished them from the so-called
‘plastic functional barrier’. There were also provisions for the use of plastic functional
barriers to help reduce the migration of a substance to a level below its Specific Migration
Limit (SML). The ambiguity surrounding what constitutes metal gaskets in lids was also fully
clarified by this amending Directive. Metal gaskets in lids fall firmly under the scope of
Directive 2002/72/EC —as the Food Standards Agency acting as the UK national authority
has always considered the case to be. The Directive also provided time for manufactures of
these gaskets to apply for the evaluation of specific additives used for their manufacture
which were not already included in the lists of authorised substances. A further provision
was that the positive list of authorised additives that would be adopted in the future for
plastic materials and articles would not apply to the manufacture of lid gaskets. The
transitional use of other additives for the manufacture of lid gaskets is the subject of
Commission Regulation (EC) No 372/2007.

50. The suspension on the use of azodicarbonamide as a blowing agent was revoked by this
amending Directive, the suspension being replaced by an outright ban. Also, the Directive
required detailed information on compliance declarations and that certificates should attest
to the restrictions or specification applicable to the substances used in the manufacture of
food contact plastic materials and articles. Other information like the date of declaration,
identity of the materials, articles or substances, type or types of food which the material was
intended to be put in contact with, were also required for the first time. Annex 2 provides
details of the information that should be contained in the declaration of compliance. The
Plastic Materials and Articles in Contact with Food (England) Regulations 2008
implemented the provisions of Directive 2007/19/EC for the first time.

51. Commission Directive, 2008/39/EC, amending Commission Directive 2002/72/EC for the
fifth time was adopted in December 2007 and published in the Official Journal on 7" March
2008"". This amendment laid down the dates by which the list of additives in food contact
plastics would be closed and made interim arrangements for those additives that were
petitioned for inclusion in the Community list by the deadline of December 2006. It also
made routine amendments to the Community list of authorised substances, taking into to
account the published opinions of the European Food Safety Authority (EFSA) and set a
date of 31* December 2009 up to which additives not on the positive list may continue to be
used, but prohibited their use from 1% January 2010.

52. The Directive permitted the trade in and use of plastic materials and articles intended to
come into contact with food and complying with the Directive 2002/72/EC, as amended by
Directive 2008/39/EC, from 7" March 2007. It also provided for the prohibition, from 7"
March 2010, of the manufacture and import into the Community of plastic materials and
articles which do not comply with Directive 2002/72/EC as amended by Directive
2008/39/EC.

53. The amending Directive required that the European Commission publish by 11" April 2008
its provisional list of those additives that are the subject of an application for authorisation,
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54.

55.

56.

and required that the list be kept up to date. The list is published on the Commission’s
website and can be accessed at:

http://ec.europa.eu/food/food/chemicalsafety/foodcontact/2008%2004%2010 provisi
onal list additives used plastics.pdf

An additive will be removed from the provisional list either when it is included in the positive
list, or when a decision is taken not to include it in the positive list, or if any additional
information asked by the EFSA is not provided.

Regulations to implement the Directive in England, The Plastic Materials and Articles in
Contact with Food (England) Regulations 2009'®, came into effect on 7" March 2009. They
provide for the revocation of the Plastic Materials and Articles in Contact with Food
(England) Regulations 2008 so that they can be remade with necessary amendments.
Scotland, Wales and Northern Ireland made parallel legislation.

A new European regulation was adopted as a sixth amendment to Directive 2002/72/EC. As
a regulation the amendment was directly applicable across the EU and did not require
lengthy transposition in each of the Member States. The regulation made necessary
amendments to the lists of authorised substances in the Directive; it made no other new
provisions. Because the European regulation is directly applicable and because the 2009
regulations across the United Kingdom contain ambulatory references to the lists in the
Directive, it was not necessary to make any national regulations in relation to the European
regulation.

Testing compliance with migration limits

57.

Directives 82/711/EEC, 85/572/EEC, 93/8/EEC and 97/48/EC lay down the rules for testing
migration from plastic food contact materials to check compliance with the requirements of
the legislation. Migration tests are made using ‘simulants’ which represent the various food
types, and times and temperatures which match those foreseeable in use. Details of the
simulants and basic test conditions are given in Directive 82/711/EEC, and its second
amendment, Directive 97/48/EC. The selection of simulant for various categories of food is
laid down in Directive 85/572/EEC.

SPECIFIC EU MEASURES - EPOXY DERIVATIVES

58.

59.

Regulation (EC) Number 1895/2005 now permits the use of BADGE in all food contact
plastics, as well as in adhesives and surface coatings. This is providing that any migration is
within a Specific Migration Limit (SML) of 9 milligrams per kilogram of food or food simulant,
including the hydrolysed derivatives of BADGE. This limit can be taken as 9 milligrams per
six decimetres squared in certain cases where articles are containers, or are comparable to
containers, which can be filled with a capacity of less than 500 millilitres or more than 10
litres. It also applies to sheet film or other material which cannot be filled, or for which it is
impracticable to estimate the relationship between the surface area and the quantity of food
with which the material is in contact. Where BADGE migration occurs with particular
chlorohydrins the sum of the BADGE and chlorohydrin derivative migration may not exceed
1 milligram per kilogram of food or food simulant or 1 milligram per six decimetres squared
in the specific cases above. The EC Regulation permitted trade in the use of materials and
articles containing BADGE throughout the EU from 1 January 2006 and re-affirmed the ban
on the use of BFDGE and NOGE.

The European Regulation also required that, at the marketing stages, but not the retail
stage, materials and articles containing BADGE and its derivatives shall be accompanied by
a written declaration in accordance with Regulation (EC) No. 1935/2004 (Article 16).
Compliance must be documented and that documentation has to be made available to the
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competent authorities on demand. The Enforcement Authorities as defined by the Food
Safety Act 1990 as amended will enforce the European Regulation in England. Once again
this ensures that enforcement of the European Regulation is the same as the enforcement
of other elements of the food law.

SPECIFIC EU MEASURES — FOOD CONTACT CERAMICS

60.

61.

Council Directive 84/500/EEC deals with the migration into food of lead and cadmium from
ceramic materials and articles intended to be brought into contact with the food. It was
adopted on 12 October 2004 and defines ceramic articles as those manufactured from a
mixture of inorganic materials with a very fine grained material, such as clay, or a silicate to
which inorganic materials may have been added, which are shaped and fired. They may be
glazed, enamelled and/or decorated. This Directive was enacted in the United Kingdom
under the provisions of the Consumer Protection Act 1987 by The Ceramic Ware (Safety)
Regulations 1988"° which required compliance with British Standard 6748:1986.
Commission Directive 2005/31/EC, amends Council Directive 84/500/EEC as regards a
declaration of compliance and performance criteria of the analytical method for ceramic
articles intended to come into contact with foodstuffs. The adog)ted text was published in the
Official Journal of the European Communities on 30 April 2005%°. This amending Directive
requires that ceramic articles should be accompanied by a written declaration stating that
they comply with the rules applicable to them as set out in Article 16 of Regulation (EC)
Number 1935/2004.

In transposing this Directive the opportunity was taken to bring the rules on food contact
ceramics into line with other legislation on materials and articles and make the new
regulations under the provisions of the Food Safety Act 1990. This enabled the
enforcement and penalties applicable on conviction for an offence to be brought into line
with other food contact materials legislation and for the responsibility for the Regulations to
be transferred to the Food Standards Agency from the Department of Trade and Industry
(now formerly known as the Department for Business and Innovation Skills (BIS)). BIS will
continue to deal with all trade related issues on food contact ceramics whilst the Food
Standards Agency will deal with issues of food safety. The 1988 Regulations, which
extended to the United Kingdom, have been revoked by The Ceramic Articles in Contact
with Food (England) Regulations 2006°*. These Regulations came into force on 20" May
2006 with the exception of two provisions that come into force on 20 May 2007. Similar
Regulations are in place in Scotland, Wales and Northern Ireland.

SPECIFIC EU MEASURES - REGENERATED CELLULOSE FILM

62.

63.

Commission Directive 93/10/EEC, amended Directive 93/111/EEC, and established a
‘positive list’ of substances that can be used in the manufacture of coated and uncoated
regenerated cellulose film. Some of the substances have conditions or restrictions on their
use in manufacturing. In addition, uncoated film must not transfer adhesives or colourants
at detectable quantities, and coated film must not transfer ethylene glycol or di(ethylene)
glycol, by themselves or together, in quantities exceeding 30 milligrams per kilogram of
food. Synthetic casings made of regenerated cellulose and cellulose films that have
coatings on the food contact side of greater than 50 milligrams per square decimetre of film
are, at present, excluded from the scope of the legislation. These Directives were originally
implemented by The Materials and Articles in Contact with Food Regulations 1987, and their
1994 amending Regulations.

Commission Directive 2004/14/EC further amended Directive 93/10/EEC. It was adopted in
December 2003 and published in January 2004%. This amendment provides that uncoated,
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cellulose coated and plastic coated regenerated cellulose film are subject to the conditions
laid down and to manufacture from only the substances in the positive list. It also applies
the conditions laid down in Directive 2002/72/EC on food contact plastics, to those
regenerated cellulose films that are coated with plastics.

64. A new codified European Directive on materials and articles made from regenerated

65.

cellulose film (RCF) was adopted by the Standing Committee on the Food Chain and Animal
Health. Directive 2007/42/EC was published in the Official Journal of the European
Communities on 30 June 2007%°. The Amending Directive consolidates Directives
93/10/EEC and 2004/14/EC. The Commission has codified the provisions of these two
Directives in the newly adopted version by bringing legislative references up to date.
Directive 2007/42/EC entered into force on 20 July, and the two Directives that it replaces
have been repealed.

The provisions of Directive 2007/42/EC were implemented in English law when the original
Directives it replaces were implemented. The 1987 Regulations that implemented the
original provisions on regenerated cellulose film were revoked when the provisions of
Council Directive 89/109/EEC was replaced by the Regulation (EC) No. 1935/2004. The
provisions on RCF were re-enacted in the amended form in The Materials and Articles in
Contact with Food (England) Regulations 2005. However, those Regulations have recently
been replaced by The Materials and Articles in Contact with Food (England) Regulations
2007, which came into force on 29 October 2007. References to the original RCF Directives
in these Regulations have been changed to refer to the new codified Directive. Similar
Regulations are in place in Scotland, Wales and Northern Ireland.

SPECIFIC EU MEASURES - NITROSAMINES IN BABIE S’ DUMMI ES

66.

While specific Directives are still to be drafted for elastomers and rubbers in general,
Directive 93/11/EEC restricts the amount of release of N-nitrosamines and N-nitrosatable
substances from the rubber of babies' teats and dummies. This Directive has been
implemented by the N-Nitrosamines and N-Nitrosatable Substances in Elastomer or Rubber
Teats and Dummies (Safety) Regulations 1995. Enquiries about this legislation should be
directed to the. Department for Business Innovation and Skills, General Product and
Services Safety, Bay 428, 1 Victoria Street, London SW1H OET, telephone @&: 0207 215
0359 =/: 020 7215 0339.

SPECIFIC MEASURES - LEAD FROM METAL COATINGS

67.

While the EC has yet to introduce specific legislation for food contact metals, the Cooking
Utensils (Safety) Regulations 1972, made under powers of the Consumer Protection Act
1961, restrict the lead content of tin or other metallic coatings for kitchen utensils. Enquiries
about this legislation should be directed to the. Department for Business Innovation and
Skills, General Product and Services Safety, Bay 428, 1 Victoria Street, London SW1H OET,
telephone &: 0207 215 0359 w=i: 020 7215 0339.

SPECIFIC MEASURES - RECYCLING PLASTICS

68.

Until March 2008 there were no harmonised Community rules for using recycled plastics
for use in contact with food. Divergent regimes have been in operation across the EU,
ranging from a total ban in some Member States to others, like the UK requiring compliance
with the provisions of Directive 2002/72/EC and, where applicable, Regulation (EC) No.
1935/2004. This made it difficult for businesses to develop recycling schemes and limited
the choice of consumers wanting such goods.
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69. In December 2007, the European Commission’s Standing Committee on the Food Chain
and Animal Health adopted such a proposal for a specific Regulation governing the recycling
of plastic for use in contact with foods. The adopted proposal was published in the Official
Journal (OJ) of the EU on 28" March 2008%*. Commission Regulation (EC) No. 282/2008 on
recycled plastic materials and articles intended to come into contact with foods and
amending Regulation (EC) No. 2023/2006 on good manufacturing practice. It came into
force on 17" April 2008 and is directly applicable throughout the EU, with the exception of a
number of provisions discussed in more detail below. The Regulation deals with mechanical
processes for recycling food contact plastic for further use in contact with food. Other
means of recycling that use processes of chemical depolymerisation are not subject to the
requirements, they are already subject to the rules laid down in Directive 2002/72/EC. This
also applies to a manufacturer’s re-use of virgin in-house production scrap. Recycled
plastics used behind a plastic functional barrier as provided for in Directive 2002/72/EC also
fall outside the scope of the Regulation.

70. Under the new Regulation, a person or company must apply for an authorisation to use a
specified process to recycle food contact plastics for further use in contact with food. The
processes authorised must be managed by a quality assurance system that guarantees the
reproducible quality of the recycled plastic.

71. Although Commission Regulation 282/2008 entered into force on 17" April 2008 and applied
from that date, the provisions of Articles 3, 9, 10 and 12 will only apply to businesses when
the Commission publishes Decisions on individual applications for the authorisation of the
recycling processes. The first tranche of applications for the authorisation of processes
across the EU was completed on 31% December 2009 and this tranche is now subject to
examination by the EFSA. Once it has published all its opinions on this tranche, the
European Commission will have six months in which to make proposals to the Member
States for the authorisation of individual processes. Once those authorisations are formally
adopted, measures will have to be in place in the UK to enable the Food Authorities to
properly enforce the conditions of authorisations granted to plants operating in the UK.

72. Article 3 deals with the requirements for recycled plastic materials and articles; Article 9
deals with the Community register; Article 10 deals with Official Control (checking the use of
the authorised system) and Article 12 deals with the declarations of compliance and record
keeping. The Commission Regulation also provides:

a) definitions that are additional to those already given in Regulation (EC) No.
1935/2004 and Commission Directive 2002/72/EC. These deal with the terms
‘recycling process’, ‘plastic input’, ‘product loops which are in a closed and controlled
chain’, ‘challenge tests’, ‘converter’ and ‘recycler’;

b) general requirements that govern recycled materials and articles and provides that
they are only placed on the market if they contain recycled plastic obtained from an
authorised recycling process, that the recycling process is managed by an
appropriate quality assurance system and that the quality assurance system
complies with the detailed rules laid down in Regulation (EC) No. 2023/2006 and in
the Annex thereof;

c) five conditions with which the authorisation process must comply in order to be
authorised. These conditions are outlined in more detail in Article 4 of the
Commission Regulation;

d) the general authorisation procedure laid down in Regulation (EC) No. 1935/2004
shall apply to the authorisation of recycling processes, and adds specific provisions
laid down the Commission Regulation. In particular, these provisions require that
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the technical dossier constituting an application for authorisation of a recycling
process shall conform to the guidelines published by the European Food Safety
Authority (EFSA) (discussed in detail in section 9.5).

e) the various conditions and procedures of a recycling process and the obligations on
those recycling the plastic or subsequently using it;

f) the elements of the procedure in the initial stages after an authorisation is sought
and the conditions that the EFSA must specify when issuing a favourable opinion
following the evaluation of a process and the specification forming the basis of a
Commission Decision on an individual process;

g) the conditions under which a modification, suspension or revocation on an existing
authorisation may be sought by an authorisation holder, and the basis for a Member
State or the Commission to ask the EFSA to evaluate whether an existing
authorisation still accords with the Regulation;

h) for a public Community register of authorised processes and the basis for official
control of recycling plants and converters of recycled material under the provisions
of Regulation (EC) No. 882/2004 on Official Feed and Food Controls;

i) for the labelling of recycled plastic materials and articles with voluntary self-
declaration of the recycled content they contain if labelling follows the rules laid
down in ISO 14021:1999 or equivalent;

j) that recycled plastic materials and articles to be accompanied by a declaration of
compliance as laid down in Article 9 of Directive 2002/72/EC with additional
information specified in this Regulation;

k) that the Annex to Regulation (EC) No. 2023/2006 on good manufacturing practice in
relation to recycled food contact plastics by specifying additional requirements for
the quality assurance system and its documentation in the Annex to this Regulation;

[) that the continuing trade in and use of recycled plastic from processes already in
place on the date of entry into force of Regulation 282/2008, for which authorisation
is denied or for which no valid application has been submitted in accordance with
Article 7, until exhaustion of stocks; and

m) that Articles 3, 9 10 and 12 shall apply from the date of adoption of the Decisions
referred to in Article 13(6). Until that date, national provisions concerning recycled
plastic materials and articles and recycled plastic shall continue to apply in the
Member States. In the United Kingdom this means that existing recycling processes
shall continue to comply with the requirements of Regulation (EC) No. 1935/2004
and Commission Directive 2002/72/EC.

73. The Food Standards Agency will make proposals in due course on offences and penalties
and delegated powers of enforcement that will be necessary for the effective enforcement of
the European Regulation in England, Northern Ireland, Scotland and Wales by the
enforcement authorities. These proposals will be subject to consultation with all those who
have an interest in their provisions.

EFSA Guidelines on recycled plastics
74. The European Food Safety Authority has published Guidelines on the submission of a

dossier for the safety evaluation of a recycling process to produce recycled plastics intended
to be used for the manufacture of materials and articles intended to come into contact with
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food. The Guidelines were adopted on 21* May 2008 and published on 1* July 2008. The
Guidelines provide details on the administrative and technical data required and on the
format of applications for the evaluation by the EFSA. The full published Guidelines are
available from the EFSA website at:

http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 1178717811412.htm

SPECIFIC MEASURES - ACTIVE AND INTELLIGENT MATERIALS AND ARTICLES

75.

76.

77.

78.

Regulation (EC) No. 450/2009 on active and intelligent materials (the AIM Regulation) was
adopted on 29" May 2009 and lays down specific requirements in relation to active and
intelligent materials and articles in contact with food. It took effect on 18" June 2009, but
Article 4(e) and Article 5 apply from the application of the Community list; while the
provisions of Article 4(f), Article 11(1) and Chapter IV apply from 19 December 2009.

The AIM Regulation is a specific measure made under Regulation (EC) No. 1935/2004, but
its requirements are without prejudice to other national and EC measures governing the
base materials to which active and intelligent components are added. This means that
where an active or intelligent component is added to, say, a plastic base material, that base
material still has to comply with any national or EC measures on food contact plastics that
apply to it.

In addition to the definitions that apply to all food contact materials and articles from
Regulation (EC) No. 1935/2004 and others that apply in relation the base material,
definitions are provided in the AIM Regulation that clarifies what is meant by the terms:

(@) ‘active materials and articles’ — materials and articles intended to extend the
shelf-life or to maintain or improve the condition of packaged food and that
deliberately incorporate components to release or absorb substances into
or from the packaged food or the environment surrounding the food;

(b) ‘intelligent materials and articles’ — materials and articles that monitor the
condition of packaged food or the environment surrounding it;

(© ‘component’ - a substance or combination of substances that cause the
active or intelligent function of the material or article; it includes the
products of an in situ reaction of those substances, but not the passive
parts, such as the base material;

(d) ‘functional barrier’ — a shield consisting of one or more layers of food
contact materials that ensures that the finished material or article complies
with Article 3 of Regulation (EC) No 1935/2004 and with this Regulation;

(e) ‘releasing active materials and articles’ - a material and article that
deliberately incorporates components to release substances into or onto
the packaged food or the environment surrounding the food,;

0] ‘released active substances’ - substance(s) meant to be released from (e)
above into or onto the packaged food or the environment surrounding the
food and fulfilling a purpose in the food.

The AIM Regulation lays down conditions that have to be met for these materials and
articles to be placed on the market. That is to say that they must be suitable and effective
for their intended purpose; and comply with:

(a) Articles 3, 4 and Article 15(1)(e) of Regulation (EC) No. 1935/2004; and
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(b) the composition requirements set out in Chapter Il and the labelling and
declaration requirements set out in Chapter lll and IV of the AIM Regulation;
and

79. As a general rule only substances included in the Community list of authorised substances
may be used in components of active and intelligent materials and articles. However, Article
5(2) sets out the derogation that substances not included on the Community list may be
used in components of active and intelligent materials and articles if they are:

(a) released active substances that have been incorporated by techniques
such as grafting or immobilisation and are used in full compliance with EC
and national provisions applicable to food, and comply with the provisions
of Regulation (EC) No. 1935/2004 and its implementing measures;

(b) substances used as components which are not in direct contact with food
or the environment surrounding the food and are separated from the food
by a functional barrier that prevents migration above 0.01 mg/kg and are
not classified as ‘mutagenic’, ‘carcinogenic’, or ‘toxic to reproduction’ or
nanoparticles.

80. Substances can be included in the Community list where they satisfy the requirements of
Article 3 and, where they apply, Article 4 of Regulation (EC) No. 1935/2004. The
Community list will consist of:

(a) the substance(s) identity;
(b) its function and reference number; and,

(© if necessary, the conditions of use of the substance(s) or component; any
restrictions and/or specifications of use of the substance(s); and, conditions
of use of the material or article to which the substance or component is
added or into which it is incorporated.

81. In laying down the means by which the Community list will be established in agreement with
the Member States, with detail on the deadlines by which events pertaining to the list must
be completed and the procedures for drawing up the list, the Regulation sets down that
applications for the inclusion of substances in the Community list must be submitted within
18 months of the publication of the European Food Safety Authority’s (EFSA) guidelines for
the safety assessment of substances - that is to say by 31% May 2011;

82. Released active substances, and substances added or incorporated by techniques such as
grafting or immobilisation must be used in full compliance with the relevant Community and
provisions applicable to food, and they must also comply with the provisions of Regulation
(EC) No. 1935/2004 and, when applicable, its implementing measures. The amount of
released active substance does not form part of any value set for the measured overall
migration in a specific Community measure for the food contact material containing the
component. In fact the amount of a released active substance may exceed the specific
restriction established for that substance in a specific Community measure governing the
food contact material it is contained in, provided it complies with the Community provisions
applicable to food.

83. Migration of substances behind a functional barrier into the food cannot exceed 0.01 mg/kg,
this limit shall always be expressed as a concentration in foods and the limit applies to a
group of substances if they are structurally and toxicologically related. The limit includes
possible set-off transfer.
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84.

85.

86.

87.

Since December 2009 rules on labelling that are additional to those contained in the
framework Regulation have required that the consumer can easily identify any non-edible
parts of active and intelligent materials and articles (or parts of them) whenever they might
be perceived as edible, by labelling with the words ‘DO NOT EAT’; and with the symbol
specified in the Regulation wherever it is technically possible. That labelling must be
conspicuous, clearly legible and indelible and it has to be printed in characters of a font size
of at least 3 mm and it must comply with the requirements of Article 15 of Regulation (EC)
No. 1935/2004. A released active substance shall be considered as an ingredient within the
meaning of Directive 2000/13/EC and is subject to the provisions of that Directive.

At the marketing stages, but not the retail stage, active and intelligent materials and articles,
their components or the substances in the components, whether or not they are in contact
with food, must be accompanied by a declaration of compliance in accordance with Article
16 of Regulation (EC) No. 1935/2004. The declaration shall be issued by the businesses
operator and shall contain the information set out in Annex Il of the AIM Regulation.
Documentation that demonstrates that the active and intelligent materials and articles, as
well as their components comply with the AIM Regulation must be made available by the
business operator to the national competent authorities on request. The documentation
provided should include information on the material or article’s suitability and effectiveness,
the conditions and results of testing, calculation, or other analysis and evidence on the
safety or the reasoning that demonstrates compliance with the Regulation. The
requirements in this paragraph and those in the preceding paragraph are enacted in
England by the Materials and Articles in Contact with Food (Amendment) (England)
Regulations 2009.

Active and intelligent materials and articles labelled in accordance with Article 4(5) of
Regulation (EC) No. 1935/2004 and placed on the market, prior 19" December 2009, are
permitted to be sold until stocks are exhausted. Until the date of application of the
Community list, released active substances must be authorised and used in accordance with
the relevant Community provisions applicable to food, and must comply with the provisions
of Regulation (EC) No. 1935/2004 and its implementing measures.

All the provisions of the AIM regulation will be given full effect throughout the UK by
measures to be proposed by the Agency in England, Northern Ireland, Scotland and Wales.
The proposals will revoke existing regulations and remake them where necessary and
include the necessary provisions in relation to the whole of the AIM regulation. The 2009
amending regulations will be among those to be revoked so that only one set of regulations
will remain on the statute.
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SCHEMATIC VIEW OF EU FOOD CONTACT MATERIALS LEGISLATION

/

Regulation (EC) No. 1935/2004

Lays down the main principle that food contact materials
and articles must be manufactured using good

General requirements for all food contact materials:

manufacturing practice so as not to allow their
constituents to migrate into food in quantities that could
harm human health or affect the nature or quality of the

Regulation (EC) No. 2023/2006 on good manufacturing practice

Defines the term and specifies requirements for all businesses in the supply chain

Specific Measures for Particular Food Contact Materials

Food Contact Plastics 2002/72/EC

v v

¢\¢

(as amended by 2004/1/EC; 2004/19/EC; Regenerated Cellulose Film Ceramics
2005/79/EC, 2007/19/EC, 2008/39/EC and Directive 2007/42/EC 84/500/EEC
Regulation (EC) No. --) (as amended by 2005/31/EC)
Overall migration limit for all substances. Mandatory EU positive list of Migration limits for cadmium and lead.
Mandatory EU positive list of substances with authorised components with Basic rules for the enforcement of limits.

some restrictions on use

restrictions expressed as maximum. Method of analysis for determining the

Overall and specific migration limits for substances quantity in the finished material migration of cadmium and lead.

Directives 82/711/EEC & 85/572/EEC

Basic rules for migration testing and simulant use

Recycled plastic Regulation (EC) Active and Intelligent
No. 282/2008 and amending Materials regulation
Regulation (EC) No. 2023/2006 (EC) No. 450/2009
Lays down the quality standard for the
recycled material. Specifies the system Designates the migrant as an
for process authorisation. Ingredient to the food.

Requires assessment and
approval of material

Measures on Individual Substances

Directive 78/142/EEC on vinyl chloride monomer (VCM) and 2 Directive 93/11/EEC on Nitrosamines from
application Directives on Methods for VCM determination. elastomers or rubber teats and soothers

Regulation (EC) No0.1895/2005 on certain Epoxy
Derivatives (BADGE, BFDGE & NOGE)

Materials not yet covered by specific directives
Varnishes & coatings; paper & board; metals & alloys; textile products; elastomers & rubber; glass; wood (inc cork); paraffin waxes & microcrystaline waxes.




OTHER CHEMICAL CONTAMINATION.

THE CORE LEGISLATION

88.

The overarching requirements for food contaminants are laid down in Council
Regulation (EEC) No 315/93 that was adopted on 8 February 1993. It defines a food
contaminant as any substance not intentionally added to food but which is present in
the food as a result of the production (including operations carried out in crop
husbandry, animal husbandry and veterinary medicine), manufacture, processing,
preparation, treatment, packing, packaging, transport or holding of food, or as a result
of environmental contamination. Extraneous matter, such as, for example, insect
fragments, animal hair, etc, is not covered by this legislation. Itis this legislation that
laid down the principle that food containing a contaminant in an amount which is
unacceptable from the public health viewpoint and in particular at a toxicological level
shall not be placed on the market and that contaminant levels should be kept as low
as can reasonably be achieved by following good practices at all the stages.

SPECIFIC MEASURES

89.

90.

91.

92.

More specific measures controlling particular chemical and mycotoxin contamination of
food, apart from those chemicals that might migrate from contact materials and
radiological contamination, is currently laid down in Regulation (EC) Number
1881/2006 that was adopted on 19 December 2006. This 2006 Regulation sets
maximum levels for certain contaminants in foodstuffs in order to protect public health
by keeping contaminants at levels which are toxicologically acceptable.

Maximum levels of chemical and other contaminants are therefore set at a strict level
which is reasonably achievable by following good agricultural, fishery and
manufacturing practices and taking into account the toxicity of the contaminant in
relation to the level of consumption of the affected foodstuff. In the case of
contaminants which are considered to be genotoxic carcinogens, or in cases where
current exposure of the population or of vulnerable groups in the population, is close to
or exceeds the tolerable level of intake, maximum levels are set as low as reasonably
achievable (ALARA). This approach ensures that food business operators apply
measures to prevent and reduce the contamination as far as possible in order to
protect public health. For the manufacturing of foods for infants and young children, a
vulnerable group, the authorities establish the lowest maximum levels which are
achievable through a strict selection of the raw materials used. This strict selection of
the raw materials is also used for the production of some specific foodstuffs such as
bran for direct human consumption.

To allow maximum levels to be applied to dried, diluted, processed and compound
foodstuffs, where no specific Community maximum levels have been established, food
business operators are required to provide the specific concentration and dilution
factors accompanied by the appropriate experimental data justifying the factor
proposed.

Products containing contaminants at levels exceeding the maximum levels set in the
legislation should not be placed on the market as in that state or after mixture with
other foodstuffs, nor should they be used as an ingredient in other foods. The
particular contaminants and foodstuffs that are controlled by this legislation are
described in the following sections. The precise permitted levels are subject to change
as scientific understanding of their effect on human health improves, so those levels
are not given in this note. You should refer to the legislation itself.



NITRATES
93. Levels for nitrates in specific foodstuffs have been set for:

a) fresh and preserved spinach;

b) fresh lettuce, iceberg lettuces; and,

c) processed cereal-based foods and baby foods for infants and young
children;

MYCOTOXINS

94. Mycotoxins are toxic chemicals produced by specific fungi which infect crops. Different
fungal species produce mycotoxins of widely varying toxicity to humans and animals;
hence there are different permitted levels in foodstuffs and feed. Grain is susceptible
to mycotoxins produced either whilst the crop is growing by Fusarium species or
during storage by Penicillium species. Certain mycotoxins are widely regarded as
amongst the most harmful of naturally occurring toxins that can contaminate our food.

Aflatoxins

95. Aflatoxins are mycotoxins produced primarily by two species of Aspergillus, a fungus
which is especially found in areas with hot and humid climates. Aflatoxins are known
to be genotoxic and carcinogenic in some animal species, and exposure through food
should be kept as low as possible. Aflatoxins can occur in foods such as groundnuts,
tree nuts, maize, rice, figs and other dried foods, spices, crude vegetable oils, and
cocoa beans. They arise as a result of fungal contamination before and after harvest.

96. Several types of aflatoxins are produced in nature. Aflatoxin B1 is the most common
in food and amongst the most potent genotoxic and carcinogenic aflatoxins. It is
produced both by Aspergillus flavus and Aspergillus parasiticus. Aflatoxin M1 is a
major metabolite of aflatoxin B1 in humans and animals, which may be present in milk
from animals fed with feed contaminated by aflatoxin B1. Levels for aflatoxins have
therefore been set in relation to:

a) groundnuts, nuts, dried fruits, maize and their processed products subject to
treatment before human consumption and for use as ingredients in
foodstuffs;

b) all cereals and their derived products (with some given exceptions);

c) raw and heat-treated milk and milk for the manufacture of milk-based
products;

d) spices
- Capsicum spp. and their whole or ground dried fruits, including chillies,
chilli powder, cayenne and paprika
- Piper spp. and their fruits, including white and black pepper, nutmeg,
ginger, and turmeric;

e) processed cereal-based foods and baby foods for infants and young
children;

f) Infant formulae and follow-on formulae, including infant milk and follow-on
milk;

g) dietary foods for special medical purposes intended specifically for infants.

Ochratoxin A

97. Ochratoxin A (OTA) is a mycotoxin produced by several fungal species of the genera
Penicilliumand Aspergillus Contamination of food commadities, including cereals and
cereal products, pulses, coffee, beer, grape juice, dry vine fruits and wine as well as
cacao products, nuts and spices, has been reported from all over the world. In
addition, contamination of animal feeds with OTA may result in the presence of
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residues in edible offal and blood serum, but OTA contamination in meat, milk and
eggs is negligible. The levels set in the legislation for Ochratoxin A therefore relate to:

Patulin

a) unprocessed cereals and products derived from them;

b) currants, raisins and sultanas;

c) roasted coffee beans and ground roasted coffee, instant coffee;

d) wine;

e) grape juice, must, and nectar, concentrated grape juice and must as
reconstituted intended for direct human consumption;

f) processed cereal-based foods and baby foods for infants and young
children;

g) dietary foods for special medical purposes intended specifically for
infants;

h) spices and liquorice.

98. Patulin is a mycotoxin produced by several fungal species of the genera Penicillium
and Aspergillus, but principally by Penicillium expansum on fruit such as apples. The
occurrence of patulin as a natural contaminant of apple juice and apple-based
products is a worldwide problem and international recommendations and regulations
have been made for maximum levels permitted in consumer products. Within the EU
there are specific levels set for patulin contamination of the following foodstuffs:

a)
b)

c)

d)

fruit juices, nectars and concentrates as reconstituted;

spirit drinks, cider and other fermented drinks derived from apples or
containing apple juice nectars;

solid apple products, including apple compote and apple puree intended for
direct consumption and for infants and young children and labelled and sold
as such;

baby foods other than processed cereal-based foods for infants and young
children.

Fusarium Toxins

99. A variety of Fusarium fungi, which are common soil fungi, produce a number of
different mycotoxins of the class of trichothecenes (T-2 toxin, HT-2 toxin,
deoxynivalenol (DON) and nivalenol) and some other toxins (zearalenone and
fumonisins). The Fusarium fungi are probably the most prevalent toxin-producing fungi
of the northern temperate regions and are commonly found on cereals grown in the
temperate regions of America, Europe and Asia.

100. Although they are not the most toxic of the many Fusarium mycotoxins, fumonisins
(Fm) and DON are the most frequently detected and, therefore, most often associated
with illness in humans.

101. Limits are therefore in place to deal with Fusarium contamination in the following

foodtuffs:

Fumonisins

a)

b)
c)

unprocessed maize, maize flour, maize meal, maize grits, maize germ and
refined maize oil;

maize based foods for direct human consumption, excluding certain foods;
processed maize-based foods and baby foods for infants and young
children.
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Deoxynivalenol (DON)

a)
b)

c)
d)

e)

Zearalenone

a)
b)
c)

d)
e)

unprocessed cereals, durum wheat, oats and maize;

cereals intended for direct human consumption, cereal flour (including maize
flour, maize meal and maize grits), bran as an end product marketed for
direct human consumption and germ, with some exceptions;

dry pasta;

bread (including small bakery wares), pastries, biscuits, cereal snacks and
breakfast cereals;

processed cereal-based foods and baby foods for infants and young
children.

unprocessed cereals including maize for direct human consumption, maize
flour, maize meal, maize grits, maize germ and refined maize oil;

cereals intended for direct human consumption, cereal flour, bran as end
product for direct human consumption and germ, with some exceptions;
bread (including small bakery wares), pastries, biscuits, cereal snacks and
breakfast cereals;

maize snacks and maize based breakfast cereals;

processed cereal and maize-based foods and baby foods for infants and
young children.

METALS AS FOOD CONTAMINANTS

102. Contaimination of foodstuffs by metals deals specifically with contamination by lead,
cadmium, mercury and organic tin. The listings that follow show which foodstuffs have
controlling limits set for contamination by each of these metals.

Lead:

Cadmium:

raw milk, heat-treated milk and milk for the manufacture of milk-based
products;

infant formulae and follow-on formulae;

meat and offal of bovine animals, sheep, pig and poultry; muscle meat of
fish;

crustaceans, excluding brown meat of crab and excluding head and thorax
meat of lobster and similar large crustaceans;

bivalve molluscs;

cephalopods (without viscera);

cereals, legumes and pulses;

vegetables, excluding brassica vegetables, leaf vegetables, fresh herbs and
fungi;

peeled potatoes;

brassica and leaf vegetables and cultivated fungi;

fruit, berries and small fruit;

fats and oils, including milk fat; fruit juices and fruit nectars, concentrated fruit
juices as reconstituted;

wine, cider, perry and fruit wine;

aromatized wine, wine-based drinks and wine-product cocktails.

meat, including liver and kidney, of bovine animals, sheep, pig and poultry;
horsemeat (excluding offal);

muscle meat of fish;

crustaceans, excluding brown meat of crab and excluding head and thorax
meat of lobster and similar large crustaceans;

28



e) bivalve molluscs;

f) cephalopods (without viscera);

g) cereals including bran, germ, wheat and rice;

h) soybeans;

i) vegetables and fruit, leaf vegetables, fresh herbs, fungi and cultivated fungi,
stem vegetables, pine nuts, root vegetables and peeled potatoes, celeriac.

Mercury:
o fishery products and muscle meat of fish including
- anglerfish, - Atlantic catfish, - bonito, - eel,
- emperor, - orange roughy, - rosy soldier fish,
- grenadier, - halibut, - marlin, - megrim,
- mullet, - pike, - plain bonito, - poor cod,
- Portuguese dogfish, - rays, - redfish, - sail fish,
- scabbard fish, - sea bream, - pandora, - shark,
- snake mackerel or butterfish, - sturgeon, - swordfish,
- tuna.

Tin (inorganic):
103. Organic tin levels are controlled in:

a) canned foods and beverages, including fruit juices and vegetable juices;

b) canned baby foods and processed cereal-based foods for infants and young
children, excluding dried and powdered products;

c) canned infant formulae and follow-on formulae (including infant milk and
follow-on milk);

d) canned dietary foods for special medical purposes intended specifically for
infants,

both the latter excluding dried and powdered products.

e 3-monochloropropane-1,2-diol (3-MCPD) in hydrolysed vegetable protein
and soy sauce.

DIOXINS AND PCBS:

104. Dioxins are environmental pollutants. They have the dubious distinction of belonging
to the “dirty dozen” - a group of dangerous chemicals known as persistent organic
pollutants. Dioxins are of concern because of their highly toxic potential. They affect a
number of organs and systems in the body and once dioxins have entered the body,
they endure for a long time because of their chemical stability and their ability to be
absorbed by fat tissue, where they are then stored in the body. In the environment,
dioxins tend to accumulate in the food chain. The higher in the animal food chain one
goes, the higher is the concentration of dioxins.

105. The chemical name for dioxin is: 2,3,7,8- tetrachlorodibenzo para dioxin (TCDD).
The name ‘dioxins’ is often used for the family of structurally and chemically related
polychlorinated dibenzo para dioxins (PCDDs) and polychlorinated dibenzofurans
(PCDFs). Certain dioxin-like polychlorinated biphenyls (PCBs) with similar toxic
properties are also included under the term “dioxins”. Over four hundred types of
dioxin-related compounds have been identified but only about thirty of these are
considered to have significant toxicity, with TCDD being the most toxic.

106. Dioxins are mainly by-products of industrial processes but can also result from

natural processes, such as volcanic eruptions and forest fires. Dioxins are unwanted
by-products of a wide range of manufacturing processes including smelting, chlorine
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bleaching of paper pulp and the manufacturing of some herbicides and pesticides. In
terms of dioxin release into the environment, waste incinerators (solid waste and
hospital waste) are often the worst culprits, due to incomplete burning.

107. Although formation of dioxins is local, environmental distribution is global. Dioxins
are found throughout the world in practically all media. The highest levels of these
compounds are found in some soils, sediments and food, especially dairy products,
meat, fish and shellfish. Very low levels are found in plants, water and air.

108. Regulatory control of the level of these compounds in particular foods deal with
contamination of:

a)

meat and meat products and fat, but excluding edible offal, of the following:
bovine animals, sheep poultry and pigs;

Liver and derived products of specified terrestrial animals;

Muscle meat of fish and fishery products and their products;

Raw milk (6) and dairy products (6), including butterfat; hen eggs and egg
products;

mixed animal fats;

vegetable oils and fats;

marine oils (fish body oil, fish liver oil and oils of other marine organisms
intended for human consumption).

BENZO(A)PYRENE:

109. Benzo[a]pyrene, is a polycyclic aromatic hydrocarbon that is mutagenic and highly
carcinogenic. Levels have therefore been laid down in the legislation to control its
contamination of the following foodstuffs.

a)

b)
c)

d)

f)

9)

oils and fats (excluding cocoa butter) intended for direct human consumption
or use as an ingredient in foods;

smoked meats and smoked meat products;

muscle meat of fish, smoked fish and smoked fishery products, excluding
bivalve molluscs (the maximum level applies to smoked crustaceans,
excluding the brown meat of crab and excluding head and thorax meat of
lobster and similar large crustaceans);

crustaceans, cephalopods, other than smoked (the maximum level applies to
crustaceans, excluding the brown meat of crab and excluding head and
thorax meat of lobster and similar large crustaceans);

bivalve molluscs;

processed cereal-based foods and baby foods for infants and young
children; infant formulae and follow-on formulae, including infant milk and
follow-on milk;

dietary foods for special medical purposes intended specifically for infants.

EXTRACTION SOLVENTS

110. The Extraction Solvents in Food Regulations 1993 (SI 1993 No. 1658) lay down a
list of permitted extraction solvents and, in certain cases, restrict conditions of use; lay
down specifications of purity; and prescribe labelling requirements for extraction
solvents when they are sold as such. These Regulations implemented EC Directive
88/344/EEC, as amended by 92/115/EEC and 94/52/EC, however, Directive
2009/32/EC revoked trhese earlier Directives and replaced them.
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UK NATIONAL RULES - ARSENIC, CHLOROFORM AND MINERAL HYDROCARBONS

Arsenic

111. Over 50 years ago the UK adopted a set of regulations limiting the amount of
arsenic permitted in foodstuffs by means of The Arsenic in Food Regulations 1959 (Sl
1959 No. 831). These regulations have been amended at various times in relation to
offences and penalties and to bring them under the scope of current enabling
legislation as the food law has been amended. They lay down that it is an offence to
sell, consign or deliver, or import into England and Wales, any food which contains
more than 1 part per million of arsenic by weight, but lower limits are laid down for
beverages, some soft fruit concentrates and ice cream, while higher limits are laid
down for some foods which, generally, are either essences or ancillary foods.

URGENT MEASURES TO PROTECT PUBLIC HEALTH

112. In addition to this main source of regulation of these contaminants, measures are
necessary from time to time to protect public health from particular instances or
potential instances of contamination of food imported from outside the European
Union — so-called third country imports. Such urgent action at EU level is provided for
under other legislation on food, namely Regulation (EC) No. 178/2002 that, among
other things, lays down the general principles and requirements of food law and
procedures in matters of food safety. This Regulation provided for the European
Commission to issue decisions that are binding on the Member States and that can be
put in place quickly to protect public health when urgent action is needed to do so
because of a serious risk to human health. In due course, where EC decisions deal
with issues that become longer term problems, they may be converted into EC
regulations

113. Currently there are a number of Commission decisions in force dealing with
instances of food contamination and they impose controls on particular foods that may
be contaminated. Some of these issues have become longer term problems and the
EC decisions have been replaced by EC regulations, however the regulations have
continued to be made under the provisions available for urgent measures and this is
reflected by them being given full effect in the UK by declarations. The contaminants
in question are aflatoxins, dioxins and pentachlorophenol, melamine, mineral oil and
the insecticide, amitraz.

114. Regulation (EC) No 1152/2009 replaces a number of earlier EC decisions and lays
down special conditions governing aflatoxin contamination of:

a) Brazil nuts in shell and mixtures of nuts from Brazil;

b) Peanuts and roasted peanuts from China and Egypt;

¢) Pistachios and roasted pistachios from Iran;

d) Dried figs, pistachios, hazelnuts, mixtures of nuts or dried fruits, fig paste and
hazelnut paste, hazelnuts, figs and pistachios, prepared or preserved
(including mixtures), flour, meal and powder of hazelnuts, figs and pistachios,
cut, sliced and broken hazelnuts from Turkey.

115. Declaration OFFC REG 2007/E/003 refers in relation to the earlier decisions. The
food Standards Agency is currently preparing proposals for regulatory proposals to
give full effect to the latest EC regulation.

116. Commission Decision 2008/47/EC approved pre-export checks carried out by the

United States Department of Agriculture on peanuts and peanut derived products for
the presence of aflatoxins.
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117. Commission Decision 2008/352/EC imposed special conditions governing guar
gum originating in or consigned from India due to contamination risks of those
products by pentachlorophenol and dioxins. UK declaration OFFC 2008/E/001 refers
in relation to products of non-animal origin, while UK declaration POAO REG 61/019
refers in relation products of animal origin.

118. Commission Decision 2008/798/EC, as amended by 2008/921, imposed special
conditions in relation to contamination by melamine of composite products containing
milk or milk products that are intended for the particular nutritional use of infants and
young children originating in or consigned from China. UK declaration OFFC REG
2009/E/002 refers in relation to products of non-animal origin, while UK declaration
POAO REG 61/033 refers in relation to products of animal origin.

119. Regulation (EC) No 1151/2009/EC imposed special conditions governing the import
of sunflower oil originating in or consigned from Ukraine due to contamination by
mineral oil. UK declaration OFFC REGS 2009/E/004 refers.

120. Commission Decision 2009/835/EC imposed special conditions on the import of
pears originating in or consigned from Turkey due to high residue levels of amitraz, an
insecticide and acaricide used to control red spider mites, leaf miners, scale insects,
and aphids. UK declaration OFFC REG/2009/E/001 refers.

RADIOLOGICAL CONTAMINATION OF FOOD

PRINCIPAL CONTROLS ON RADIOLOGICAL CONTAMINATION

121. Council Regulation (Euratom) 3954/87 lays down the procedure that the European
Commission shall adopt for applying the maximum permitted levels of radioactive
contamination of foodstuffs and of feedingstuffs which may be placed on the market
following a future nuclear accident or any other case of radiological emergency which
is likely to lead to or has led to significant radioactive contamination of foodstuffs and
feedingstuffs. The regulation prescribes that such contamination by:

a) isotopes of strontium, notably Sr-90 shall not exceed 125 bequerels per
kilogram or litre of milk products or 750 bequerels per kilogram or litre in other
foodstuffs (but not minor foodstuffs);

b) isotopes of iodine notably I-131 shall not exceed 500 bequerels per kilogram
or litre of milk products or 2000 bequerels per kilogram or litre in other
foodstuffs (but not minor foodstuffs);

c) alpha-emitting isotopes of plutonium and transplutonium elements, notably Pu-
239, Am-241 shall not exceed 20 bequerels per kilogram or litre of milk
products or 80 bequerels per kilogram or litre in other foodstuffs (but not
minor foodstuffs);

d) all other nuclides of half-life greater than 10 days, notably Caesiums-134 and -
137 shall not exceed 1000 bequerels per kilogram or litre of milk products or
1250 bequerels per kilogram or litre in other foodstuffs (but not minor
foodstuffs).
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SPECIFIC MEASURES IN RELATION TO THE CHERNOBYL NUCLEAR ACCIDENT

122. Council Regulation (EC) No 733/2008 lays down the conditions governing imports of
agricultural products originating in third countries following the accident at the
Chernobyl nuclear power station. Specifically it sets the accumulated maximum
radioactive level in terms of caesium-134 and -137 at:

(a) 370 Bequerels per kilogram of food for particular milk and milk products and
for foodstuffs intended for the special feeding of infants during the first four to
six months of life, and are put up for retail sale in packages which are clearly
identified and labelled ‘food preparation for infants;

(b) 600 Bequerels per kilogram of food for all other products.

123. The Regulation also requires EU Member States to carry out checks on the
foodstuffs and to prohibit them where they exceed the limits above. Foodstuffs
affected by the Regulation include animals and products of animal origin, agricultural
products such as seeds for sowing, and soya bean oil, crude palm oil and ground-nut
oil and their fractions. The Regulation was due to expire on 31 March 2010, but an
amendment, in the form of Regulation (EC) No. 1048/2009 extended the life of the
Regulation until 31 March 2020. In addition to the provisions of those regulations,
others also bear on the control of third country imports from countries affected by the
Chernobyl nuclear accident, these are Council Regulation (EC) No. 1609/2000 and
Commission Regulation (EC) No. 1635/2006.

124. These European regulations have been given full effect in England by The Products
of Animal Origin (Third Country Imports) (England) Regulations, as amended in 2007
and 2008. Products of non-animal origin were covered by the general provisions of the
Official Controls on Feed and Food (England) Regulations 2009.

FOOD IRRADIATION

125. Council Directive 1999/2/EC lays down EU-harmonised rules governing foods and
food ingredients treated with ionising radiation. The Directive establishes that the sites
at which foodstuffs are irradiated shall be approved and it sets strict controls on the
dose of ionising radiation and on the labelling of foodstuffs treated with ionising
radiation. It requires that food irradiation may be authorised only if:

a) there is a reasonable technological need,

b) it presents no health hazard and is carried out under the conditions proposed,

c) itis of benefit to the consumer,

d) itis not used as a substitute for hygiene and health practices or for good
manufacturing or agricultural practice.

It also provides that food irradiation may only be used to:

a) reduce the incidence of food-borne disease by destroying pathogenic
organisms,

b) reduce spoilage of foodstuffs by retarding or arresting decay processes and
destroying spoilage organisms,

c) reduce loss of foodstuffs by premature ripening, germination or sprouting,

d) rid foodstuffs of organisms harmful to plant or plant products

126. That Directive was augmented by Council Directive 1999/3/EC that established a
Community list of foods and food ingredients that may be treated with ionising
radiation. That list currently only contains dried aromatic herbs, spices and vegetable
seasonings.
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These two Council Directives are transposed into our law by The Food Irradiation
(England) Regulations 2009 and parallel regulations in the other UK countries.

MEETING THE REQUIREMENTS OF THE LEGISLATION
Responsibilities under the legislation

127. ltis an offence to sell, use in the course of business or import food or materials or
articles intended for contact with food which do not comply with the legislation. The
responsibility for ensuring the safety of the product and its compliance with the
legislation lies squarely with the business placing the goods on the market. Included
in the phrase ‘placing on the market’ is the commercial supply of goods between
businesses prior to the normal retail sale of the goods. Businesses have to take all
reasonable precautions, and exercise all due diligence, to avoid committing an
offence. The Courts decide what is reasonable, but reasonable precaution could
effectively be taken to include tests and calculations to determine compliance with any
overall and specific contaminant limits and levels where either or both apply.
Documentary evidence of the established compliance should be maintained and
retained. The legislation is enforced by Enforcement Authorities designated under the
Food Safety Act 1990. These include borough, district or county councils, the City of
London (including the Temples) and the islands and district councils in Scotland and
the Port Health Authorities. Trading Standards and Environmental Health Officers, as
applicable, enforce the law on the ground as officers authorised under the legislation
by their authorities and they operate locally to advise and guide consumers on their
rights and businesses on their obligations in meeting the requirements of the law.

128. Businesses are required by some parts of the law on contaminants, such as
Regulation (EC) No. 2023/2006 that applies to businesses involved in the manufacture
of food contact materials and articles, to establish and document their good
manufacturing practices. The requirements of the Regulation are to be applied
proportionately within the business so that the larger the business, the more detailed
its GMP documentation should be. This documentation has to be made available to
the authorities for inspection on demand.

Meeting the general requirements of the legislation

129. Where there are no specific (vertical) EU measures in place, businesses must
ensure their goods meet the requirements laid down in the more broadly based
measures, the horizontal measures, such as European Regulations (EC) Number
1935/2004 and 178/2002. The issue then is what is acceptable to meet these
requirements, in so far as they are concerned with general standards for products, as
opposed to specific standards. Although, in the end, only the Courts can decide this, it
would seem prudent to comply with the most exacting restrictions of any other
competent national regulatory authority, inside or outside the EU. Where such
restrictions do not exist, it would be sensible to meet the requirements of Council of
Europe resolutions or guidelines, or industry codes of practice. This is the “persuasive
authority” principle and reflects what a Court may do in the absence of specific law.
Where none of these apply, the business must take all reasonable precautions to
avoid committing an offence under the law. This will most likely involve testing in order
to assess the safety of the product in relation to the contaminants covered by the law.
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TABLES: EU MEASURES
EC Directives/Regulations

Measure

Description

Official Journal No.

ALL FOOD CONTACT MATERIALS AND ARTICLES

Regulation Regulation (EC) No 1935/2004 of the European Parliament and of the 0J L338, 13.11.2004
(EC) No Council on materials and articles intended to come into contact with food.
1935/2004 Replacing Council Directives 89/109/EEC and 80/590/EEC (directive

containing the official Symbol)
Regulation Commission Regulations (EC) No. 1895/2005 on the restrictions of use 0J L302, 19.11.2005
(EC) No. of certain epoxy derivatives in materials and articles intended to come
1895/2005 into contact with food (repealing Directives 2002/16/EC and 2004/13/EC
Regulation Commission Regulation (EC) No 2023/2006 on good manufacturing 0J L 384/75, 29.12.2006
(EC) No practice for materials and articles intended to come into contact with food
2023/2006

FOOD CONTACT PLASTICS

2002/72/EC | Codified Directive for food contact plastics that replaced Directive OJL 220 19.8.2002
90/128/EEC and its seven amendments
2004/1/EC Amends 2002/72/EC in relation to the blowing agent azodicarbonamide. 0JL7,13.01/04
2004/19/EC | Amends 2002/72/EC lists of monomers and additives used in plastic 0OJ L71, 10.3.2004
materials and articles in contact with foodstuffs. Also sets deadline for
establishing a positive list of plastics additives.
2005/79/EC | Amends 2002/72/EC lists of monomers and additives used in plastic 0J L302, 19.11.2005
materials and articles in contact with foodstuffs. Also provides for
particular restrictions on the use of epoxydised soybean oil (ESBO)
2007/19/EC | Amends 2002/72/EC lists of monomers and additives used in food 0J L97, 12.4.2007
contact plastic materials and articles and amends Council Directive
85/572/EEC in relation to the list of simulants to be used for testing
migration of constituents.
2008/39/EC | Amends 2002/72/EC lists of monomers and additives used in food 0J L63, 7.3.2008
contact plastic materials and articles and lays down the dates by which
the list of additives will be closed and makes interim arrangements for
those additives that were petitioned for authorisation
Regulation Lays down transitional migration limits for plasticisers in gaskets in lids 0J L92, 3.4.2007
(EC) No. intended to come into contact with food
372/2007
Regulation Controls on recycled plastic materials and articles intended to come into OJ L 86, 28.3.2008
(EC) No. contact with foods, amending Regulation (EC) No. 2023/2006
282/2008
Regulation Amends Regulation (EC) No. 372/2007 laying down the transitional 0J L164, 25.6.2008
(EC) No. migration limits for plasticisers in gaskets in lids intended to come into
597/2008 contact with foods.
Regulation Amends Commission Directive 2002/72/EC by making additions to the 0OJ L 274/3; 20.10.2009
(EC) No. lists on monomers and additives and removes 19 substances from the
975/2009 Commission’s provisional list of additives.

FOOD CONTACT PLASTICS — TESTING FOR MIGRATION

82/711/EEC | Methods for testing migration from food contact plastics 0J L297, 23.10.1982
93/8/EEC 1% amendment to 82/711/EEC 0J L90, 14.4.1993
97/48/EC 2" amendment to 82/711/EEC 0J L222,12.8.1997
85/572/EEC | Simulants for use in testing migration from food contact plastics 0J L372,31.12.1985

FOOD CONTACT PLASTICS — VINYL CHLORIDE MONOMER

78/142/EEC

Use of vinyl chloride monomer (VCM) in food contact plastics

0J L44, 15.2.1978

80/766/EEC

Method for testing for level of VCM in food contact plastics

0J L213, 16.8.1980

81/432/EEC

Method for testing migration of VCM from food contact plastics

0J L167, 24.6.1981

OTHER SPECIFIC FOOD CONTACT MATERIALS AND ARTICLES

84/500/EEC | Ceramic materials and articles in contact with food 0J L277,20.10.1984

93/11/EEC Nitrosamines in babies’ dummies 0J L93, 17.4.1993

2005/31/EC | Amends 84/500/EEC as regards a declaration of compliance and 0J L110, 30.4.2005
performance criteria of the analytical method for food contact ceramics.

2007/42/EC | Regenerated cellulose film (RCF) — Codified Directive, repealing 0J L172, 30.6.2007
Directives 93/10/EEC, 93/111/EEC and 2004/14/EC

Regulation Active and Intelligent Materials and Articles ion Contact with Food. 0J L135, 30.05.2009

(EC) No.

450/2009
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CHEMICAL AND OTHER FOOD CONTAMINANTS

Regulation Defines food contaminants and lays down the public health requirement 0J L 037, 13/02/199 3
(EEC) No and the need for good practices at all the stages.

315/93

Regulation Sets maximum levels for certain contaminants in foodstuffs in order to OJ L 364/5, 20.12.2006
(EC) No. protect public health

1881/2006

Regulation Imposing special conditions governing the import of sunflower oil OJ L 313/36, 28.11.2009
(EC) No originating in or consigned from Ukraine due to contamination risks by

1151/2009 mineral ol

Regulation Imposing special conditions governing the import of certain foodstuffs OJ L 313/40, 28.11.2009
(EC) No from certain third countries due to contamination risk by aflatoxins

1152/2009,

2009/32/EC | Lays down the purity criteria for specified extraction solvents used or 0J L 141/3; 6.6.2009

intended for use in the production of foodstuffs or particular food
ingredients.

URGENT MEASURES

Decision Emergency measures imposing special conditions on official controls 0OJ L 299/15, 14.11.2009
2009/835 governing the import of pears originating in or consigned from Turkey

due to high residue levels of amitraz
Decision Imposing special conditions governing guar gum originating in or 0OJ L 117/42,1.5.2008
2008/352 consigned from India due to contamination risks of those products by

pentachlorophenol and dioxins
Decision Imposing special conditions governing the import of products containing OJ L 273/18, 15.10.2008
2008/798 milk or milk products originating in or consigned from China.

RADIOLOGICAL CONTAMINATION OF FOOD

Regulation
(Euratom)
3954/87

Lays down the procedure that the European Commission shall adopt for
applying the maximum permitted levels of radioactive contamination of
foodstuffs and of feedingstuffs.

RADIOLOGICAL CONTAMINATION FOLLOWING THE CHERNOBYL NUCLEAR ACCIDENT

Regulation Lays down the conditions governing imports of agricultural products OJ L 201/1, 30.7.2008
(EC) No originating in third countries following the accident at the Chernobyl
733/2008 nuclear power station. It revoked Regulation (EC) No 737/90.
Regulation amends Regulation (EC) No 733/2008 by extending the period of its 0OJ L 290/4, 6.11.2009
(EC) No being in force until 31 March 2020.
1048/2009
Regulation Established the list of products to which Regulation (EC) No 737/90 OJ L 185/27; 25.7.2000
(EC) No applied.
1609/2000
Regulation laying down detailed conditions governing imports of agricultural 0OJ L 306/3; 7.11.2006
(EC) No products originating in third countries following the accident at the
1635 2006 Chernobyl nuclear power-station
FOOD IRRADIATION
Directive Lays down EU-harmonised rules governing foods and food ingredients OJ L 66/16, 13. 3. 1999
1999/2/EC treated with ionising radiation
Directive On the establishment of a Community list of foods and food ingredients OJ L 66/24, 13. 3. 1999
1999/3/EC treated with ionising radiation
UK Statutory Instruments
Regulations Statutory ISBN No.
Instrument No.
e| The Materials and Articles in Contact with Food (England) Regulations 2007 2007 No. 2790 | 978-0-11-
078794-7
The Materials and Articles in Contact with Food (Scotland) Regulations 2007 2007 No. 471 978-0-11-
078473-1
The Materials and Articles in Contact with Food (Northern Ireland) Regulations Statutory Rule 978-0337-
2007 2007 No. 434 97163-1
The Materials and Articles in Contact with Food (Wales) Regulations 2007 2007 No. 3252 978 -0110 -
(W.287) 91672-9
The Materials and Articles in Contact with Food (England) (Amendment 2009 No. 2938
Regulations 2009
The Ceramic Articles in Contact with Food (England) Regulations 2006 2006 No. 1179 0-11-
074531-0
The Ceramic Articles in Contact with Food (Scotland) Regulations 2006 2006 No. 230 0-11-
070393-6
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Regu|ati0ns Statutory ISBN No.
Instrument No.
The Ceramic Articles in Contact with Food (Wales) Regulations 2006 2006 No. 1704 0-11-
(W.166) 091386-8
The Ceramic Articles in Contact with Food (Northern Ireland) Regulations 2006 Statutory Rule 0-33-
2006 No. 217 796505-6
- Food Safety Act 1990 (Consequential Modifications) (No.2) (Great Britain) Order 1990 No. 2487 0-11-
1990 005487-3
- Food Safety (Exports) Regulations 1991 1991 No. 1476 0-11-
014476-7
The Plastic Materials and Articles in Contact with Food (Lid Gasket) 2007 No. 2786 978-0-11-
(England) Regulations 2007 078793-0
The Plastic Materials and Articles in Contact with Food (Lid Gasket) (Scotland) 2007 No. 433 978-011-
Regulations 2007 078437-3
The Plastic Materials and Articles in Contact with Food (Lid Gasket) (Wales) 2008 No. 56 978-0-11-
Regulations 2008 (W.11) 091734-4
The Plastic Materials and Atrticles in contact with Food (Lid Gasket) (Northern Statutory Rule 978-0-337-
Ireland) Regulations 2007 2007 No. 419 97153-2
The Plastic Materials and Articles in Contact with Food (England) 2008 No. 1642 978-0-11-
(Amendment) Regulations 2008 081902-0
The Plastic Materials and Atrticles in Contact with Food (Scotland) Amendment 2008 No. 261 978-0-11-
Regulations 2008 082007-1
The Plastic Materials and Articles in Contact with Food (Wales) (No.2) 2008 No. 1628 978 0110
Regulations 2008 (W 162) 918228
The Plastic Materials and Articles in Contact with Food (Northern Ireland) Statutory Rule 978-0-337-
Regulations 2008- 2008 No. 271 97436-6
e| The Plastic Materials and Articles in Contact with Food (England) 2009 No. 205 978-0-
Regulations 2009 11147363-4
The Plastic Materials and Articles in Contact with Food (Scotland) Regulations 2009 No. 30 978-0-11-
2009 100228-5
The Plastic Materials and Articles in Contact with Food (Wales) Regulations 2009 | 2009 No. 481 978-0-11-
(W. 49). 091963-8
The Plastic Materials and Articles in Contact with Food (Northern Ireland) Statutory Rule 978-0-337-
Regulations 2009 2009 No. 56 97654-4
e| Cooking Utensils (Safety) Regulations 1972 1972 No. 1957 0-11-
021957-0
e| N-Nitrosamines and N-Nitrosable Substances in Elastomer or Rubber Teats 1995 No. 1012 0-11-
and Dummies (Safety) Regulations 1995 052962-6
The Extraction Solvents in Food Regulations 1993 1993 No. 1658 -
as amended by:
The Extraction Solvents in Food (Amendment) Regulations 1995; and, 1995 No. 1440
The Extraction Solvents in Food (Amendment) Regulations 1998 1998 No. 2257
The Arsenic in Food Regulations 1959 1959 No. 831 -
as amended by:
The Arsenic in Food (Amendment) Regulations 1960; 1960 No. 2261
The Arsenic in Food (Amendment Regulations 1973. 1973 No. 1052
The Food Irradiation (England) Regulations 2009 2009 No. 1584 978-0-11-
148153-0
The Food Irradiation (Scotland) Regulations 2009 2009 No. 261
The Food Irradiation (Wales) Regulations 2009 2009 No. 1795
(W.162)
The Food Irradiation Regulations (Northern Ireland) 2009 2009 No. 258

All regulations on food contaminants in Great Britain can be purchased from Stationery

Office book shops or the Stationery Office PO Box 29, Norwich, NR3 1GN Z* 0870 600
5522, fax: 0870 600 5533. Statutory Instruments issued since 1997 are also published,
free-of-charge, on the website of the Office of Public Sector Information (previously Her

Maj estyds Stationery Otfpfiviwev.epsigdd.NkS OJgpies,canaldode e s s

purchased from this website address.
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