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CONSULTATION SUMMARY PAGE 
 

Date consultation launched: Closing date for responses: 

26th February 2010 24th May 2010 
 

Who will this consultation be of most interest to? 

Enforcement authorities, port health authorities and trading standards officers involved 
in the enforcement of the law governing these materials and articles.  Businesses that 
manufacture, use and import active and intelligent materials and articles intended to 
come into contact with food will want to be aware of them and the associated guidance. 

 

What is the subject of this consultation? 

Provisions for the enforcement in England of the requirements of Commission 
Regulation (EC) No. 450/2009 on active and intelligent materials and articles intended to 
come into contact with foods and the associated guidance.  New offences for breaching 
the regulation, some defences against prosecution and penalties for the Courts to apply.  

 

What is the purpose of this consultation? 

To seek comments from enforcement authorities, port health authorities and businesses 
on the proposed Regulations and the associated guidance, to make businesses aware of 
the requirements and to provide opportunity for interested parties to comment on the 
proposals and the draft guidance.  

 

Responses to this consultation should be sent to: 

Name Nasreen Shah 

Division/Branch: Food Safety: 
Contaminants, Policy and Strategy Unit 

FOOD STANDARDS AGENCY 

Tel:  +44 207 276 8553 

Fax: +44 207 276 8446 

Postal address: Room 4C, Aviation House 

125 Kingsway 

London 

WC2B 6NH 

Email:Nasreen.a.shah@foodstandards.gsi.gov.uk   

 

Is an Impact Assessment included 
with this consultation?  

Yes  No  See Annex A for reason. 
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THE MATERIALS AND ARTICLES IN CONTACT WITH FOOD (ENGLAND) REGULATIONS 
2010 

 
DETAIL OF CONSULTATION 

 
We would welcome your comments on the proposed Materials and Articles in Contact 
with Food (England) Regulations 2010, enclosed at Annex B.  The proposed 
Regulations will provide for the enforcement of certain provisions of Commission 
Regulation (EC) No. 450/2009 on active and intelligent materials and articles intended 
to come into contact with foods (“the AIM Regulation”), by designating the appropriate 
enforcement authorities in England and by attaching penalty provisions to the 
substantive requirements of the AIM Regulation.  Comments are also requested on 
the Impact Assessment, enclosed at Annex C.  In the latter case, we would 
particularly welcome comments on any cost implications that may arise from this 
proposal.   
 
The AIM Regulation was published in the Official Journal (OJ) of the European Union 
(EU) on 30th May 2009 (Ref OJ, 30.05.2009, L135 pg 3-11), and came into force on 
20th June 2009 and is directly applicable throughout the EU.  Copies of the AIM 
Regulation can be freely accessed and downloaded from the following European 
Commission website: 
http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L2009:135:0003:0011:EN.PDF  
 
The Food Standards Agency in Scotland, Wales and Northern Ireland will each 
consult on parallel but separate Regulations that will apply in their territories. 
 
Comments are also requested on the draft guidance notes attached at Annex E (see 
paragraph 11), which accompany the proposed Regulations; when submitting 
comments, please indicate whether you are commenting on the guidance notes or the 
draft Regulations. 
 
Introduction 
 
1. The general principles on all food contact materials and articles intended to 
come into contact with foodstuffs are established in Regulation (EC) No. 1935/20041 
(“the framework Regulation”).  This lays down the framework for the regulation of all 
materials and articles intended to come into contact with food, including those classed 
as „active‟ or „intelligent‟.  The AIM Regulation is a specific measure within the 
meaning of Article 5(1)(b) of the framework Regulation.  This establishes specific 
rules for active and intelligent materials and articles to be applied in addition to the 
general requirements established in the framework Regulation for their safe use.   
 
Details of the AIM Regulation are: 
 
The AIM Regulation puts in place safety requirements that have to be met by 
businesses seeking to place on the market active and intelligent food packaging 
systems that give the foods they contain longer shelf life, enhanced qualities and that 
give businesses and consumers better information regarding the condition of the 
packaged food.  The requirements prevent businesses misleading consumers about 
the product they are buying.  They also lay down the procedure that manufacturers of 
such packaging systems must follow to have their product authorised at EU level and 

                                                           
1
 OJ Ref L338, 13.11.2004 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L2009:135:0003:0011:EN.PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L2009:135:0003:0011:EN.PDF
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provide for dates by which goods must comply with these regulations and when 
goods will be in breach of them. 
 
The AIM Regulation also requires that only substances in the Community list of 
authorised substances may be used in components of active and intelligent materials 
and articles.  In order for substances to be included in the Community list, specific 
conditions must be met and these have to satisfy the requirements of Article 3 and, 
where they apply, Article 4 of the framework Regulation for their intended use.  
 
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 list will be drawn up in accordance with 
the applications made under Articles 9 of the framework Regulation and adopted by 
the Commission under the procedure set out in Articles 10 and 11 of that Regulation.   
 
Applications for the inclusion of substances in the EU list must be submitted within 18 
months of the publication of the European Food Safety Authority (EFSA) Guidelines 
for safety assessment of substances – that is to say by 31st May 2011.  The EFSA 
Guidelines were issued on 30th November 2009 and are available on the Commission 
website at: 
 
http://ec.europa.eu/food/food/chemicalsafety/foodcontact/documents_en.htm 

 
The AIM Regulation puts in place a transitional period whereby active and intelligent 
materials and articles that are labelled in accordance with the framework Regulation 
and placed on the market prior to 19th December 2009 are permitted to be sold until 
stocks are exhausted.  Furthermore, until the date of application of the EU list, 
released active substances are to be authorised and used in accordance with the 
relevant Community provisions applicable to food (i.e. legislation on food additives 
and enzymes), and must comply with the provisions of the framework Regulation and 
its implementing measures.  A released active substance shall be considered as an 
ingredient within the meaning of Directive 2000/13/EC and subject to the provisions of 
that Directive. 
 
More detailed information on the requirements of the AIM Regulation can be found in 
the Impact Assessment. 
 
Proposals 
 
2. The proposed Materials and Articles in Contact with Food (England) 
Regulations 2010 will newly provide for the enforcement in England of those 
provisions contained in the AIM Regulation that were not initially enforced by the 
Materials and Articles in Contact with Food (England) (Amendment) Regulations 
2009.  They also remake provisions of the 2007 Regulations, as amended, that 
remain extant. 
 
3. The Agency believes that the adoption of these proposals provides for the 
continuation of consumer protection through enforcement of rules that protect 
consumers against dangerous levels food contamination by the adventitious migration 
into food of chemicals whose ingestion would carry serious long term and 
unacceptable risk to consumer health, in particular amongst vulnerable people.  The 
introduction of harmonised statutory controls would reduce the potential for 
uncertainty or dispute in relation to safe levels of substances migrating from active or 
intelligent materials and articles.   

 

http://ec.europa.eu/food/food/chemicalsafety/foodcontact/documents_en.htm
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4. An earlier consultation was carried out in August 2009 on the enforcement of 
a number of provisions in the AIM Regulation.  Those provisions related to particular 
labelling and declaration requirements for goods placed on the market.  Article 14 of 
the AIM Regulation required that Articles 4(f), 11(1) and (2), 12 and 13 shall apply 
from 19th December 2009.  These specifically concerned the labelling of parts of the 
packaging that could be wrongly taken by some consumers to be edible, the written 
declaration of legal compliance to accompany active and intelligent materials and 
articles prior to retail sale, and the production, to enforcement authorities on request, 
of supporting documentation to substantiate the declaration of compliance.  These 
provisions had to be in place by 19th December to ensure that enforcement authorities 
had the necessary powers to act under the AIM Regulation at the time they came into 
force.   

 

5. The Materials and Articles in Contact with Food (England) (Amendment) 
Regulations 20092 provided for the enforcement of the above provisions in England. 

 

Key proposal(s):  
 

 To provide for the enforcement of the remaining provisions contained 
in the AIM Regulation, by designating local authorities and port health 
authorities as having responsibility for the enforcement of these 
provisions in England; 

 To provide for offences under the Regulation and for defences against 
an alleged offence in particular circumstances;  

 To specify the penalties that the Courts may impose upon conviction 
for an offence; and 

 To revoke The Materials and Articles in Contact with Food (England) 
Regulations 2007 and its 2009 amendment Regulations and remake, 
with necessary amendments, taking into account the remaining 
enforcement provisions of the AIM Regulation. 

 To issue guidance to help enforcement authorities. 
 

 

 
Consultation Process 
 
6. During the course of negotiations with the European Commission, officials of 
the Agency have frequently conveyed information to interested organisations; 
including industry, research institutes, consumer groups, enforcement authorities and 
any other parties with an interest and policy issues related to food contact materials.  
Earlier stages in the development of these proposals have been subject to two 
previous consultations, one in 2006 and again in 2008, when these proposals were 
last amended.  These previous consultations did not raise any adverse comments 
from stakeholders. 
 
7. The informal consultations carried out in 2006 and 2008 did not raise any 
pertinent issues about cost the implications in relation to the AIM Regulation from 
enforcement authorities or businesses.  There were however, several comments on 
points of detail from the 2008 consultation that were noted and, where they did not 
affect overall UK negotiating lines, were raised in discussions with the Commission 
and other EU Member States and, in some cases small changes to the text of the AIM 
Regulation resulted. 

 

                                                           
2
 Statutory Instrument No. 2009/2938 
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Questions asked in this consultation:  
 
Q1: Is our assumption that there are no new or additional costs associated 

with the proposed Regulations an accurate assessment with regard to 
enforcement authorities, other than reading and familiarising with the 
proposed Regulations?  If you disagree with this assessment, please 
provide evidence to support your views. 

 
Q2:  Is our assumption that there are no new or additional costs associated 

with the proposed Regulations statement an accurate assessment for 
businesses, other than reading and familiarising with the proposed 
Regulations?  If you disagree with this assessment, please provide 
evidence to support your view. 

 
Q3:  Is our assumption that there are no new or additional administrative 

burdens associated with the proposed Regulations a reasonable one for 
both enforcement authorities and businesses?  If you disagree with this 
assessment, please provide evidence to support you views.   

 
Q4:  If you believe that the proposed Regulations do introduce any new 

administrative costs, over and above what a business would do in the 
normal course of their commercial activity, please provide evidence to 
support your views.  

 
Q5:  We would now welcome comments on the proposed Regulations in so 

far as they relate to the remaining provisions for enforcement, defences 
and penalties.  We would also welcome comments on any costs likely to 
be incurred in implementing the enforcement proposals.  Although 
costs arising from the need to comply with the AIM Regulation are not 
strictly part of the consultation, any that can be provided will help us to 
provide a full picture of any burdens (particularly administrative 
burdens) placed upon those affected by the proposals.  Where the costs 
for compliance relate to the AIM Regulation itself, they should be shown 
under separate headings from those attributable to the enforcement 
issues dealt with the proposed Regulations for England, which are the 
subject of this consultation.  If these costs are indivisible or 
unquantifiable, this should be made clear. 

 
Q6:  Any other comments you are able to provide in relation to the proposed 

Regulations would be helpful.  We would be particularly keen to from 
small businesses on any likely impact of the Regulations and would 
encourage them to comment on all aspects of the proposal and its 
intended effect. 

 
Comments on the guidance 
 
Q7:  We would also welcome comments on the industry guidance (attached 

at Annex E).  Although the guidance is primarily aimed at enforcement 
authorities on new powers and responsibilities, it may also however, be 
of use to others with an interest in the legislation.  

8.  
9.  
10.  
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11.  
12. In particular we would welcome your views on : 

 

 The content and form of the guidance; 
 The layout of the guidance 
 The clarity of the guidance 
 Whether any more simplified guidance is need for small businesses 

or for particular business sectors and, if so, what form you think 
that guidance should take. 
 

 

Industry guidance on the draft Materials and Articles in Contact with Food 
(England) Regulations 2010 
 
8. These guidance notes have been produced to explain clearly the legal 
requirements of The Materials and Articles in Contact with Food (England) 
Regulations 2010.  Every effort has been made to ensure that these guidance notes 
are as helpful as possible.  They cannot cover every situation and you may need to 
consider the relevant legislation itself to see how it applies in your circumstances.  If 
you do follow the guidance notes they will help you to comply with the law.  
Businesses with specific queries may wish to seek the advice of their local 
enforcement agency, which will usually be the trading standards/environmental health 
department of the local authority. 

 

 
Other relevant documents 
9. Copies of the AIM Regulation can be freely accessed and downloaded at the 
following website address: 
http://eur-lex.europa.eu/LexUriServ.do?uri=OJ:L:2009:135:0003:0011:EN:PDF  

 
Responses 

 
13. Responses are required by close Monday 24th May.  Please state, in your 
response, whether you are responding as a private individual or on behalf of an 
organisation/company (including details of any stakeholders your organisation 
represents). 
 
Thank you on behalf of the Food Standards Agency for participating in this public 
consultation. 
 
Yours, 
 
 
 
 
Nasreen Shah 
Policy Manager 
Food Safety Contaminants 
 
Enclosed: 
Annex A: Standard Consultation Information 
Annex B: The draft Materials and Articles in Contact with Food (England) Regulations 2010 
Annex C: Impact Assessment 
Annex D: List of interested parties 
Annex E: Draft guidance 
Annex F: Regulation 450/2009 on Active and Intelligent Materials and Articles Intended to Come into 
Contact with Food 

http://eur-lex.europa.eu/LexUriServ.do?uri=OJ:L:2009:135:0003:0011:EN:PDF
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Queries 
 

1. If you have any queries relating to this consultation please contact the person named 
on page 1, who will be able to respond to your questions.  

 
Publication of personal data and confidentiality of responses  
 

2. In accordance with the FSA principle of openness our Information Centre at Aviation 
House will hold a copy of the completed consultation. Responses will be open to 
public access upon request. The FSA will also publish a summary of responses, 
which may include personal data, such as your full name and contact address details. 
If you do not want this information to be released, please complete and return the 
Publication of Personal Data form, which is on the website at 
http://www.food.gov.uk/multimedia/pdfs/dataprotection.pdf  Return of this form 
does not mean that we will treat your response to the consultation as confidential, 
just your personal data. 
 

3. In accordance with the provisions of Freedom of Information Act 2000/Environmental 
Information Regulations 2004, all information contained in your response may be 
subject to publication or disclosure. If you consider that some of the information 
provided in your response should not be disclosed, you should indicate the 
information concerned, request that it is not disclosed and explain what harm you 
consider would result from disclosure. The final decision on whether the information 
should be withheld rests with the FSA. However, we will take into account your views 
when making this decision.   
 

4. Any automatic confidentiality disclaimer generated by your IT system will not be 
considered as such a request unless you specifically include a request, with an 
explanation, in the main text of your response.  
 

Further information 
 

5. A list of interested parties to whom this letter is being sent appears in Annex D.  
Please feel free to pass this document to any other interested parties, or send us 
their full contact details and we will arrange for a copy to be sent to them direct.  
 

6. Please let us know if you need paper copies of the consultation documents or of 
anything specified under „Other relevant documents‟. 
 

7. This consultation has been prepared in accordance with HM Government Code of 
Practice on Consultation, available at: http://www.berr.gov.uk/files/file47158.pdf   
The Consultation Criteria are available at 
http://www.berr.gov.uk/whatwedo/bre/consultation-guidance/page44458.html  
 

8. Criterion 2 of HM Government Code of Practice on Consultation states Consultations 
should normally last for at least 12 weeks with consideration given to longer 
timescales where feasible and sensible.   

 
9. The Code of Practice states that an Impact Assessment should normally be 

published alongside a formal consultation. Please see the Impact Assessment at 
Annex C.  

 
10. For details about the consultation process (not about the content of this consultation) 

please contact: Food Standards Agency Consultation Co-ordinator, Room 1B, 
Aviation House, 125 Kingsway, London, WC2B 6NH.  Tel: 0207 276 8630. 

http://www.food.gov.uk/multimedia/pdfs/dataprotection.pdf_
http://www.berr.gov.uk/files/file47158.pdf
http://www.berr.gov.uk/whatwedo/bre/consultation-guidance/page44458.html
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Comments on the consultation process itself 

 
11. We are interested in what you thought of this consultation and would therefore 

welcome your general feedback on both the consultation package and overall 
consultation process.  If you would like to help us improve the quality of future 
consultations, please feel free to share your thoughts with us by using the 
Consultation Feedback Questionnaire at 
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc  

 
12. If you would like to be included on future Food Standards Agency consultations on 

other topics, please advise us of those subject areas that you might be specifically 
interested in by using the Consultation Feedback Questionnaire at 
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc   The 
questionnaire can also be used to update us about your existing contact details.  

 
 

 

http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc
http://www.food.gov.uk/multimedia/worddocs/consultfeedback.doc
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S T A T U T O R Y  I N S T R U M E N T S  

2010 No.  

FOOD, ENGLAND 

The Materials and Articles in Contact with Food (England) 

Regulations 2010 

Made - - - - *** 

Laid before Parliament *** 

Coming into force - - X month 2010 

The Secretary of State makes the following Regulations in exercise of the powers conferred by 

sections 16(2), 17(1) and (2), 26(1)(a), 2(a) and (3), and 48(1) of the Food Safety Act 1990(a), and 

now vested in him(b), as read with paragraph 1A of Schedule 2 to the European Communities Act 
1972(c). 

These Regulations make provision for a purpose mentioned in section 2(2) of the 1972 Act and it 

appears to the Secretary of State that it is expedient for certain references to an EU instrument or 

to an Annex to an EU instrument as specified in regulation 2(3) to be construed as references to 

that instrument or Annex as amended from time to time. 

In accordance with section 48(4A) of the 1990 Act he has had regard to relevant advice given by 

the Food Standards Agency. 

As required by Article 9 of Regulation (EC) No. 178/2002 of the European Parliament and of the 

Council laying down the general principles and requirements of food law, establishing the 

European Food Safety Authority and laying down procedures in matters of food safety(d), there 

has been open and transparent public consultation during the preparation and evaluation of these 

Regulations. 

                                                                                                                                            
(a) 1990 c.16. Section 1(1) and (2) (definition of ―food‖) was substituted by S.I. 2004/2990. Sections 17 and 48 were amended 

by paragraphs 12 and 21 respectively of Schedule 5 to the Food Standards Act 1999 (1999 c.28), ―the 1999Act‖. Section 48 
was also amended by S.I. 2004/2990. Section 26(3) was amended by Schedule 6 to the 1999 Act. Section 53(2) was 
amended by paragraph 19 of Schedule 16 to the Deregulation and Contracting Out Act 1994 (1994 c.40), Schedule 6 to the 
1999 Act and S.I. 2004/2990. 

(b) Functions formerly exercisable by ―the Ministers‖ (being, in relation to England and Wales and acting jointly, the Minister 
of Agriculture, Fisheries and Food and the Secretaries of State respectively concerned with health in England and food and 
health in Wales and, in relation to Scotland, the Secretary of State) are now exercisable in relation to England by the 
Secretary of State pursuant to paragraph 8 of Schedule 5 to the 1999 Act.  Those functions, so far as exercisable in relation 
to Wales, were transferred to the National Assembly for Wales by S.I. 1999/672 as read with section 40(3) of the 1999 Act, 
and thereafter transferred to the Welsh Ministers by paragraph 30 of Schedule 11 to the Government of Wales Act 2006 
(2006 c.32).  Those functions, so far as exercisable in relation to Scotland, were transferred to the Scottish Ministers by 
section 53 of the Scotland Act 1998 (1998 c. 46) as read with section 40(2) of the 1999 Act. 

(c) 1972 c.68.  Paragraph 1A of Schedule 2 was inserted by section 28 of the Legislative and Regulatory Reform Act 2006 
(2006, c.51). 

(d) OJ No. L31, 1.2.2002, p.1. That Regulation was last amended  by Regulation (EC) No. 596/2009 of the European 
Parliament and of the Council adapting a number of instruments subject to the procedure referred to in Article 251 of the 
Treaty to Council Decision 1999/468 with regard to the regulatory procedure with scrutiny: Adaptation to the regulatory 
procedure with scrutiny – Part Four (OJ No. L188, 18.7.2009, p.14). 
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PART 1 

Preliminary 

Title, application and commencement 

1. These Regulations may be cited as the Materials and Articles in Contact with Food (England) 

Regulations 2010, apply in relation to England only and come into force on [——] 2010. 

Interpretation 

2.—(1) In these Regulations — 

―the Act‖ means the Food Safety Act 1990; 

―the 2009 Regulations‖ means the Plastic Materials and Articles in Contact with Food 

(England) Regulations 2009(a); 

―Directive 2002/72/EC‖ means Commission Directive 2002/72/EC relating to plastic materials 

and articles intended to come into contact with foodstuffs(b); 

―Directive 2007/42/EC‖ means Commission Directive 2007/42/EC relating to materials and 

articles made of regenerated cellulose film intended to come into contact with foodstuffs(c); 

―Regulation 1935/2004‖ means Regulation (EC) No. 1935/2004 of the European Parliament 

and of the Council on materials and articles intended to come into contact with food and 

repealing Directives 80/590/EEC and 89/109/EEC(d); 

―Regulation 2023/2006‖ means Commission Regulation (EC) No. 2023/2006 on good 

manufacturing practice for materials and articles intended to come into contact with food(e); 

―Regulation 450/2009‖ means Commission Regulation (EC) No. 450/2009 on active and 

intelligent materials and articles intended to come into contact with food(f); 

―authorised officer‖ means any person, whether or not an officer of the authority having 

responsibility for execution and enforcement under regulation 14, who is authorised by that 

authority in writing to act in matters arising under these Regulations; 

―food authority‖ does not include the appropriate Treasurer referred to in section 5(1)(c) of the 

Act (which deals with the Inner Temple and the Middle Temple) nor a port health authority; 

―import‖ means import in the course of a business from a place other than an EEA State; 

―plastics‖ means those materials and articles to which Directive 2002/72/EC applies; 

―port health authority‖ means — 

(a) in relation to the London port health district  (within the meaning given to that phrase for 

the purposes of the Public Health  (Control of Disease) Act 1984(g) by section 7(1) of 

that Act), the Common council of the City of London; and 

(b) in relation to any port health district constituted by order under section 2(3) of the Public 

Health (Control of Disease) Act 1984, a port health authority for that district constituted 

by order under section 2(4) of that Act; 

―preparation‖ includes manufacture and any form of treatment or process, and ―prepare‖ shall 

be construed accordingly; 

                                                                                                                                            
(a) S.I. 2009/205. 
(b) OJ No. L220, 15.8.2002, p.18.  This Directive was corrected by a corrigendum (OJ No. L39, 13.2.2003, p.1), and has been 

amended as at the date these Regulations were made by Commission Directives 2004/1/EC (OJ No. L7, 13.1.2004, p.45), 
2004/19/EC (OJ No. L71, 10.3.2004, p.8), 2005/79/EC (OJ No. L302, 19.11.2005, p.35), Commission Directive 
2007/19/EC (OJ No.L97, 12.4.2007, p.50) and Commission Directive 2008/39/EC (OJ No L63, 7.3.2008, p.6). 

(c) OJ No. L172, 30.6.2007, p.71. This Directive repealed and consolidated without further amendment Commission Directive 
93/10/EEC as last amended by Commission Directive 2004/14/EC. 

(d) OJ No. L338, 13.11.2004, p.4. 
(e) OJ No. L384, 29.12.2006, p.75. 
(f) OJ No. L135, 30.5.2009, p.3. 
(g) 1984 c.22. 
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―regenerated cellulose film‖ means a thin sheet material obtained from refined cellulose 

derived from unrecycled wood or cotton, with or without the addition of suitable substances, 

either in the mass or on one or both surfaces, but does not include synthetic casings of 

regenerated cellulose; 

―sell‖ includes offer or expose for sale or have in possession for sale, and ―sale‖ shall be 

construed accordingly. 

(2) Expressions used in these Regulations and in Regulation 1935/2004, Regulation 2023/2006 

or Regulation 450/2009 bear the same meaning in these Regulations as they bear in those 

Regulations. 

(3) Any reference to Regulation 2023/2006 or to an Annex of Directive 2002/72/EC or of 

Directive 2007/42/EC is a reference to that Regulation or that Annex as amended from time to 

time. 

Scope 

3. The provisions of these Regulations do not apply to those materials and articles specified in 

sub-paragraphs (a), (b) and (c) of Article 1(3) of Regulation 1935/2004. 

PART 2 

General Requirements for Materials and Articles 

Offences of contravening Regulation 1935/2004 

4. Subject to the transitional provisions contained in Article 27, any person who contravenes any 

of the following provisions of Regulation 1935/2004 is guilty of an offence — 

(a) Article 3 (general requirements); 

(b) Article 4 (special requirements for active and intelligent materials and articles); 

(c) Article 11(4) and (5) (provisions relating to authorisation at EU level); 

(d) Article 15(1), (3), (4), (7) and (8) (labelling); 

(e) Article 16(1) (declaration of compliance); 

(f) Article 17(2) (traceability). 

Offence of contravening Regulation 2023/2006 

5. Any person who fails to comply with the requirements of Article 4 (conformity with good 

manufacturing practice) of Regulation 2023/2006 is guilty of an offence. 

Offences of contravening Regulation 450/2009 

6. Subject to the transitional provisions contained in Article 14 of Regulation 450/2009, any 

person who contravenes any of the following provisions of that Regulation is guilty of an offence 

— 

(a) Article 4 (placing on the market of active and intelligent materials and articles); 

(b) Article 5(1) (list of substances that may be used in active and intelligent components) as 

read with Article 5(2); 

(c) Article 9(1) (relating to certain categories of substances not on the authorised list), as read 

with Article 9(2)&(3); 

(d) Article 10(1) (relating to a category of substances not on the authorised list), as read with 

Article 10(2); 

(e) Article 11(1) and (2) (rules on labelling); 
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(f) Article 12 (requirement for a declaration of compliance); 

(g) Article 13 (requirements relating to supporting documentation). 

Competent authorities 

7.—(1) The following bodies are designated as the competent authorities for the purposes of the 

provisions of Regulation 1935/2004 as specified below — 

(a) in respect of Articles 9 and 13, the Food Standards Agency; 

(b) in respect of Articles 16(1) and 17(2), the Food Standards Agency and the authority 

having responsibility for enforcement pursuant to regulation 14(1). 

(2) The competent authority for the purposes of Article 6(2) and 7(3) of Regulation 2023/2006 is 

each food authority in its area. 

(3) The competent authorities for the purposes of Article 13 of Regulation 450/2009 are the 

Food Standards Agency and the authority having responsibility for enforcement pursuant to 

regulation 14(1). 

PART 3 

Requirements for Vinyl Chloride 

Limits and migration limits 

8.—(1) Materials and articles which are manufactured with vinyl chloride polymers or 

copolymers — 

(a) must not contain vinyl chloride monomer in a quantity exceeding 1 milligram per 

kilogram of the material or article as measured by the method of analysis specified in 

regulation 9(1); and 

(b) must be manufactured in such a way that they do not transfer to foods with which they are 

in contact any quantity of vinyl chloride exceeding 0.01 milligrams of vinyl chloride per 

kilogram of food as measured by the method of analysis specified in regulation 9(2). 

(2) No person may — 

(a) sell; 

(b) import; or 

(c) use in the course of a business in connection with the storage, preparation, packaging, 

selling or serving of food, 

any material or article that does not comply with paragraph (1). 

Methods of Analysis 

9.—(1) The method to be used in analysing any sample for the purpose of establishing the 

quantity of vinyl chloride monomer present in the material or article in order to determine whether 

it complies with regulation 8(1)(a) is the method specified in the Annex to Commission Directive 

80/766/EEC laying down the Community method of analysis for the official control of the vinyl 

chloride monomer level in materials and articles which are intended to come into contact with 

foodstuffs(a). 

(2) The method to be used in analysing any food for the purpose of establishing the quantity of 

vinyl chloride present in the food in order to determine whether a material or article which is or 

has been in contact with the food complies with regulation 8(1)(b) is be the method specified in 

                                                                                                                                            
(a) OJ No. L213, 16.8.80, p.42. 
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the Annex to Commission Directive 81/432/EEC laying down the Community method of analysis 

for the official control of vinyl chloride released by materials and articles into foodstuffs(a). 

PART 4 

Requirements for Regenerated Cellulose Film 

Controls and limits 

10.—(1) This Part applies to regenerated cellulose film which — 

(a) constitutes a finished product in itself; or 

(b) is part of a finished product containing other materials, 

and is intended to come into contact with food, or by being used for that purpose does come into 

contact with food. 

(2) Except in paragraph (4), any reference in this regulation to Annex II is a reference to Annex 

II to Directive 2007/42/EC. 

(3) Subject to paragraph (5) and regulation 12, no person may manufacture any regenerated 

cellulose film intended to come into contact with food using any substance or group of substances 

other than the substances named or described — 

(a) in the first column (denominations) of Annex II in the case of — 

(i) uncoated film; or 

(ii) coated film where the coating is derived from cellulose; 

(b) in the first column of the First Part of Annex II in the case of film to be coated, where the 

coating will consist of plastics, 

and other than in accordance with the conditions and restrictions specified in the corresponding 

entry in the second column of the appropriate Part of Annex II, as read with the preamble to that 

Annex. 

(4) Subject to regulation 12, no person may manufacture any coating to be applied to film 

referred to in paragraph (3)(b) using any substance or group of substances except those listed in 

Annex II, III or IV to Directive 2002/72/EC and other than in accordance with the appropriate 

requirements, restrictions and specifications contained in those Annexes and in the 2009 

Regulations. 

(5) Substances other than those listed in Annex II may be used as colourants or adhesives in the 

manufacture of a film to which paragraph (3)(a) applies, provided that such film is manufactured 

in such a way that it does not transfer any colourant or adhesive to food in any detectable quantity. 

(6) Subject to regulation 12 no person may — 

(a) sell; 

(b) import; or 

(c) use in the course of a business in connection with the storage, preparation, packaging, 

selling or serving of food, 

any regenerated cellulose film which has been manufactured in contravention of the requirements 

of paragraphs (3) or (4), or which fails to comply with paragraph (8). 

(7) No person may use in the course of a business in connection with the storage, preparation, 

packaging, serving or selling of food — 

(a) where the food contains water physically free at the surface, any regenerated cellulose 

film containing bis(2–hydroxyethyl) ether, ethanediol or both these substances; 

                                                                                                                                            
(a) OJ No. L167, 24.6.81, p.6. 
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(b) any regenerated cellulose film in such a way that any printed surface of that film comes 

into contact with the food. 

(8) Any material or article made of regenerated cellulose film, unless by its nature clearly 

intended to come into contact with food, at a marketing stage other than the retail stage must be 

accompanied by a written declaration attesting that it complies with the legislation applicable to it. 

Migration limits for regenerated cellulose film coated with plastics 

11.—(1) Subject to paragraph (2), no person may manufacture or import any material or article 

made with regenerated cellulose film coated with plastics which — 

(a) is intended to come into contact with food; and 

(b) is capable of transferring its constituents to food in quantities exceeding an overall 

migration limit of 10 milligrams per square decimetre of the surface of the material or 

article in contact with food. 

(2) In the case of any material or article made with regenerated cellulose film coated with 

plastics which — 

(a) is or is comparable to a container or which can be filled with a capacity of not less than 

500 millilitres and not more than 10 litres; or 

(b) can be filled and for which it is impracticable to estimate the surface area in contact with 

food; or 

(c) is a cap, gasket, stopper or similar device for sealing, 

the overall migration limit shall be 60 milligrams of constituents transferred per kilogram of food. 

(3) No person may manufacture or import any material or article made with regenerated 

cellulose film coated with plastics manufactured with any substance listed in Section A or B of 

Annex II to Directive 2002/72/EC (authorised monomers and other starting substances) which — 

(a) is intended to come into contact with food; and 

(b) is capable of transferring its constituents to food in quantities exceeding the specific 

migration limits set out in column 4 of those Sections as read with the general 

introduction to that Annex. 

(4) Where the migration limit for a substance mentioned in paragraph (3) is expressed in 

milligrams per kilogram, in the case of regenerated cellulose film coated with plastics which — 

(a) is or is comparable to a container or which can be filled with a capacity of less than 500 

millilitres or more than 10 litres; or 

(b) cannot be filled or for which it is impracticable to estimate the relationship between the 

surface area of the film and the quantity of food in contact with it, 

the migration limit shall be divided by the conversion factor of 6 in order to express it in 

milligrams of constituents transferred per square decimetre of the material or article in contact 

with food. 

(5) Subject to paragraph (6), the verification of compliance with migration limits shall be 

conducted in accordance with the provisions of Schedules 2 and 3 to the 2009 Regulations as read 

with regulation 13 of those Regulations and for the purposes of this paragraph any reference in 

those provisions to a plastic material or article shall be construed as a reference to regenerated 

cellulose film coated with plastic. 

(6) Paragraph (5) shall not apply in any circumstance to which regulation 9(1) or (2) is 

applicable. 

Saving provision and transitional defence 

12. In any proceedings for an offence of contravening regulation 10(3), (4), (6) or (7), or 

regulation 11(1) or (3) it shall be a defence to prove that — 
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(a) the act constituting the offence was committed in relation to a material or article made 

with regenerated cellulose film which was manufactured or imported into the European 

Union before 29
th
 January 2006; and 

(b) the act constituting the offence would not have constituted an offence under the Materials 

and Articles in Contact with Food Regulations 1987 as they stood immediately before the 

coming into force of the Materials and Articles in Contact with Food (England) 

Regulations 2005(a). 

PART 5 

General 

Offences and penalties 

13.—(1) Any person who — 

(a) contravenes the provisions of regulation  8, 10(3), (4), (6), (7) or (8), or 11(1) or (3); 

(b) intentionally obstructs any person acting in the execution of Regulation 1935/2004, 

Regulation 2023/2006, Regulation 450/2009 or these Regulations or without reasonable 

excuse fails to provide any assistance or information that person may reasonably require; 

or 

(c) in purported compliance with any requirement mentioned in sub-paragraph (b), 

knowingly or recklessly supplies information that is false or misleading in any material 

particular, 

is guilty of an offence. 

(2) Any person guilty of an offence under these Regulations  is liable — 

(a) in the case of an offence mentioned in paragraph (1)(a) or (c) or in regulation 4, 5 or 6 — 

(i) on conviction on indictment to a fine or to imprisonment for a term not exceeding 

two years or both; 

(ii) on summary conviction to a fine not exceeding the statutory maximum or to a term 

of imprisonment not exceeding 6 months or both; and 

(b) in the case of an offence mentioned in paragraph (1)(b) on summary conviction to a term 

of imprisonment not exceeding 3 months or to a fine not exceeding level 5 on the 

standard scale or both. 

(3) Nothing in paragraph (1)(b) is to be construed as requiring any person to answer any 

question or give any information if to do so might incriminate them. 

Enforcement 

14.—(1) Each food authority in its area and each port health authority in its district shall execute 

and enforce — 

(a) the provisions of Regulation 1935/2004 mentioned in regulation 4; 

(b)  the provisions of Regulation 450/2009 mentioned in regulation 6, and  

(c) subject to paragraph (3), these Regulations. 

(2) The Food Standards Agency may execute and enforce the provisions of — 

(a) Articles 16(1) and 17(2) of Regulation 1935/2004; and 

(b) Article 13 of Regulation 450/2009. 

                                                                                                                                            
(a) S.I. 2005/898.  These Regulations were subsequently amended by S.I. 2005/2626, S.I. 2006/1401 and S.I. 2006/2687, but 

none of those instruments make amendments that are relevant to this provision. 
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(3) Each food authority in its area shall execute and enforce the provisions of Regulation 

2023/2006 mentioned in regulation 5. 

Offences by corporate bodies or Scottish partnerships 

15.—(1) Where an offence under these Regulations which has been committed by a body 

corporate is proved to have been committed with the consent or connivance of or to be attributable 

to any neglect on the part of — 

(a) any director, manager, secretary or other similar officer of the body corporate, or 

(b) any person purporting to act in such a capacity, 

that individual as well as the body corporate shall be deemed to be guilty of that offence and liable 

to be proceeded against and punished accordingly. 

(2) Where an offence under these Regulations which has been committed by a Scottish 

partnership is proved to have been committed with the consent or connivance of or to be 

attributable to any neglect on the part of a partner, that partner as well as the partnership shall be 

deemed to be guilty of that offence and liable to be proceeded against and punished accordingly. 

Offences due to the act or default of a third party 

16. Where the commission by any person of an offence under these Regulations is due to the act 

or default of some other person, that other person shall be guilty of the offence; and a person may 

be charged with and convicted of the offence whether or not proceedings are taken against the first 

mentioned person. 

Time limit for prosecutions 

17. No prosecution for an offence under these Regulations shall be begun after the expiry of 

three years from the commission of the offence or one year from its discovery by the prosecutor, 

whichever is the earlier. 

General defences 

18.—(1) In any proceedings for an offence under these Regulations it shall, subject to paragraph 

(5), be a defence to prove that the person accused (―the accused‖) took all reasonable precautions 

and exercised all due diligence to avoid the commission of the offence by the accused or by a 

person under the control of the accused. 

(2) Without prejudice to the generality of paragraph (1), a person accused of an offence under 

regulation 4, 6(a) to (f) or 13(1)(a) who did not — 

(a) prepare the material or article in respect of which the offence is alleged to have been 

committed; nor 

(b) import it into the United Kingdom, 

shall be taken to have established the defence provided by paragraph (1) if the requirements of 

paragraphs (3) or (4) are satisfied. 

(3) The requirements of this paragraph are satisfied if it is proved that — 

(a) the commission of the offence was due to the act or default of some other person who was 

not under the control of the accused, or to reliance on information supplied by such a 

person; 

(b) either — 

(i) the accused carried out all such checks of the material or article in question as were 

reasonable in all the circumstances, or 

(ii) it was reasonable in all the circumstances for the accused to rely on checks carried 

out by the person who supplied the accused with that material or article; and 
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(c) the accused did not know and had no reason to suspect at the time the offence was 

committed that the act or omission would amount to an offence under these Regulations. 

(4) The requirements of this paragraph are satisfied if the offence is one of sale and it is proved 

that — 

(a) the commission of the offence was due to the act or default of some other person who was 

not under the control of the accused, or to reliance on information supplied by such a 

person; 

(b) the sale of which the offence consisted was not a sale under the name or mark of the 

accused; and 

(c) the accused did not know and could not reasonably be expected to know at the time the 

offence was committed that the act or omission would amount to an offence under these 

Regulations. 

(5) If in any case the defence provided by this regulation involves the allegation that the 

commission of the offence was due to the act or default of another person, or to reliance on 

information supplied by another person, the accused shall not without leave of the court be entitled 

to rely on that defence unless — 

(a) at least seven clear days before the hearing; and 

(b) where he has previously appeared before the court in connection with the alleged offence, 

within one month of his first such appearance, 

the accused has served on the prosecutor a written notice giving such information identifying or 

assisting in the identification of that other person as was then in the possession of the accused. 

Procedure where a sample is to be analysed 

19.—(1) An authorised officer who has procured a sample under section 29 of the Act and who 

considers it should be analysed shall divide the sample into three parts. 

(2) If the sample consists of sealed containers and opening them would, in the opinion of the 

authorised officer, impede a proper analysis, the authorised officer shall divide the sample into 

parts by putting the containers into three lots, and each lot shall be treated as being a part. 

(3) The authorised officer shall — 

(a) if necessary place each part in a suitable container and seal it; 

(b) mark each part or container; 

(c) as soon as is reasonably practicable, give one part to the owner and notify the owner in 

writing that the sample will be analysed; 

(d) submit one part for analysis in accordance with section 30 of the Act; and 

(e) retain one part for future submission under regulation 20. 

Secondary analysis by the Government Chemist 

20.—(1) Where a sample has been retained under regulation 19 and — 

(a) proceedings are intended to be or have been commenced against a person for an offence 

under these Regulations; and 

(b) the prosecution intends to adduce as evidence the result of the analysis mentioned above, 

paragraphs (2) to (7) apply. 

(2) The authorised officer — 

(a) may of the officer’s own volition; or 

(b) shall — 

(i) if requested by the prosecutor (if a person other than the authorised officer),  

(ii) if the court so orders, or 
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(iii) (subject to paragraph (6)) if requested by the defendant, 

send the retained part of the sample to the Government Chemist for analysis. 

(3) The Government Chemist shall analyse the part sent under paragraph (2) and send to the 

authorised officer a certificate specifying the results of the analysis. 

(4) Any certificate of the results of analysis transmitted by the Government Chemist shall be 

signed by or on behalf of the Government Chemist, but the analysis may be carried out by any 

person under the direction of the person who signs the certificate. 

(5) The authorised officer shall immediately on receipt supply the prosecutor (if a person other 

than the authorised officer) and the defendant with a copy of the Government Chemist’s certificate 

of analysis. 

(6) Where a request is made under paragraph (2)(b)(iii) the authorised officer may give notice in 

writing to the defendant requesting payment of a fee specified in the notice to defray some or all 

of the Government Chemist’s charges for performing the functions under paragraph (3), and in the 

absence of agreement by the defendant to pay the fee specified in the notice the authorised officer 

may refuse to comply with the request. 

(7) In this regulation ―defendant‖ includes a prospective defendant. 

Application of various provisions of the Act 

21.—(1) The following provisions of the Act apply for the purposes of these Regulations with 

the modification that any reference in those provisions to the Act or Part thereof shall be construed 

as a reference to these Regulations — 

(a) section 2 (extending meaning of ―sale‖ etc); 

(b) section 30(8) (which relates to documentary evidence). 

(2) In the application of section 32 of the Act (powers of entry) for the purposes of these 

Regulations, the reference to the Act in subsection (1) shall be construed as including a reference 

to Regulation 1935/2004, Regulation 2023/2006 or Regulation 450/2009 as appropriate. 

(3) The following provisions of the Act apply for the purposes of these Regulations with the 

modification that any reference in those provisions to the Act shall be construed as including a 

reference to Regulation 1935/2004, Regulation 2023/2006 or Regulation 450/2009, as appropriate, 

and to these Regulations — 

(a) section 3 (presumptions that food is intended for human consumption) with the 

modifications that the references to ―sold‖ and ―sale‖ shall be deemed to include 

references to ―placed on the market‖ and ―placing on the market‖ respectively; 

(b) section 44 (protection of officers acting in good faith). 

Consequential amendment to the Food Safety (Sampling and Qualifications) Regulations 

1990 

22. In the Food Safety (Sampling and Qualifications) Regulations 1990(a), in Schedule 1 

(provisions to which those Regulations do not apply) for the title and reference of the Materials 

and Articles in Contact with Food Regulations 2007 substitute the title and reference of these 

Regulations. 

Consequential amendment to the 2009 Regulations 

23.—(1) The 2009 Regulations are amended in accordance with paragraphs (2) and (3). 

(2) In regulation 2 (1) (interpretation) omit the definition of ―the 2007 Regulations‖. 

(3) In paragraph (1)(b) of regulation 13 (method of testing the capability of plastic materials or 

articles to transfer constituents, and methods of analysis), for the expression ―regulation 9(2) of 

                                                                                                                                            
(a) S.I. 1990/2463. 
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the 2007 Regulations‖ substitute ―regulation 9(2) of the Materials and Articles in Contact with 

Food (England) Regulations 2010‖. 

Amendment to the Food Labelling Regulations 1996 

24.—(1) The Food Labelling Regulations 1996(a) are amended in accordance with paragraph 

(2). 

(2) In regulation 2(1) (interpretation), for the definition of ―ingredient‖ substitute the following 

definition — 

――ingredient‖ means — 

(a) any substance, including any additive or food enzyme and any constituent of a 

compound ingredient, which is used in the preparation of a food and which is still 

present in the finished product, even if in altered form; or 

(b) any released active substance within the meaning of Article 3(f) of Commission 

Regulation (EC) No. 450/2009 on active and intelligent materials and articles 

intended to come into contact with food(b), 

and a ―compound ingredient‖ shall be composed of two or more such substances;‖. 

Revocations 

25. The following Regulations or parts thereof are revoked  — 

(a) the Materials and Articles in Contact with Food (England) Regulations 2007; 

(b) regulation 26 of the 2009 Regulations; and 

(c) the Materials and Articles in contact with Food (England) (Amendment) Regulations 

2009(c). 

 

Signed by authority of the Secretary of State for Health 

 Minister’s name 

 Minister of State 

Date Department of Health 

                                                                                                                                            
(a) S.I. 1996/1499.  The definition of ingredient was previously amended by S.I. 2009/3235. 
(b) OJ No. L135, 30.5.2009, p.3. 
(c) S.I. 2009/2938. 
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EXPLANATORY NOTE 

(This note is not part of the Regulations) 

1. These Regulations (to be completed after consultation) 
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Stage: Consulation Version: 1

Related Publications: Commission Regulation (EC) No. 450/2009
and articles intended to come into contact with food

Available to view or download at:
http://www.http://www.food.gov.uklconsultations

Contact for enquiries: Nasreen Shah

Ministerial/CEO Sign-off For consultation stage Impact Assessments:

Date: 1 January 2010

on active and intelligent materials

Telephone: 020 7276 8553

I have read the Impact Assessment and lam satisfied that, given the available
evidence, it represents a reasonable view of the likely costs, benefits and impact of
the leading options.

)Executive.

Date: 13 ~hrua~ 2o1O
non-ministerial departments/agencies and NOT being considered by Parliament

What is the problem under consideration? Why is government intervention necessary?
Chemical migration from food contact materials can detrimentally affect consumer health. Most
consumers are unable to assess the risk involved when consuming a product because of the lack of
knowledge of the chemical migration and production methods and therefore cannot make informed
choices about such risk. Government intevention is necessary to reduce the risk to health and also to
provide greater clarity in enforcement.

What are the policy objectives and the intended effects?
1) To reduce the long term risks to consumers in England arising from ingesting chemicals used in the
manufacture of active and intelligent materials and articles that can accidently migrate into food by
making enforcement provisions that enable the food authorities to ensure that products placed on the
market are safe and thus increase consumer confidence.

What policy options have been considered? Please justify any preferred option.
1) Do Nothing. This will not prevent the Commission Regulation from being in force in England; it is
already legally binding and applicable throughout the European Union (EU). However, enforcement
authorities would not have the necessary powers to enable them to enforce it.
2) Make appropriate domestic Regulations for the proper enforcement of the Commission Regulation
and provide for offences for not complying with the EC Regulation. This ensures that the enforcement
authorities have the necessary powers and can fulfil their responsibilities under the Food Safety Act
1990, as amended.

When will the policy be reviewed to establish the actual costs and benefits and the achievement of the
desired effects? 2012

Signed by the
A

for Impact Assessments undertak~



Summary: Analysis & Evidence 

Policy Option:  2 Description:  Fully implement the necessary requirements that will 
support the European Regulation and provide for its enforcement 

 

C
O
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T

S
 

ANNUAL COSTS Description and scale of key monetised costs by „main  
affected groups‟  Familiarisation costs £121,000 which is split 
£16,000 familiarisation cost for Local Authorities, £2,000 
familiarisation cost to Port Health Authorities and £103,000 
familiarisation cost to industry 

One-off (Transition) Yrs 

£ 121,000     

Average Annual Cost 
(excluding one-off) 

£        Total Cost (PV) £ 121,000 

Other key non-monetised costs by „main affected groups‟        
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E
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E
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S
 

ANNUAL BENEFITS Description and scale of key monetised benefits by „main  
affected groups‟       

One-off Yrs 

£           

Average Annual Benefit 
(excluding one-off) 

£        Total Benefit (PV) £       

Other key non-monetised benefits by „main affected groups‟        

 

Key Assumptions/Sensitivities/Risks The goods that are subject to the EU regulation that the England 
Regulations give full effect to are innovative products.  Ensuring safety restrictions on their use are 
properly enforced by authorities in England will develop trust among consumers that these new 
products are safe and will increase confidence in them. 

 

Price Base 
Year 2009 

Time Period 
Years 5 

Net Benefit Range (NPV) 
£ -121,000 

NET BENEFIT (NPV Best estimate)
 

£ -121,000 
 

What is the geographic coverage of the policy/option? England  

On what date will the policy be implemented? July 2010 

Which organisation(s) will enforce the policy? LA's and PHA's 

What is the total annual cost of enforcement for these organisations? £ N/A 

Does enforcement comply with Hampton principles? Yes 

Will implementation go beyond minimum EU requirements? No 

What is the value of the proposed offsetting measure per year? £ N/A 

What is the value of changes in greenhouse gas emissions? £ Negligible 

Will the proposal have a significant impact on competition? No 

Annual cost (£-£) per organisation 
(excluding one-off) 

Micro 

0 

0 0 0 

Are any of these organisations exempt? Yes/No Yes/No N/A N/A 
 

Impact on Admin Burdens Baseline (2005 Prices) (Increase - Decrease) 

Increase of £ n/a Decrease 
ofn/a 

£ n/a Net Impact £ n/a 
 
Key: Annual 

costs 
and 
benefits: 
Constan
t Prices 

 (Net) Present Value 



Evidence Base (for summary sheets) 

 

Reason for Intervention 

 
1. Point to note1:  Chemical migration from food contact materials can create a 

negative cost to others through detrimentally affecting consumer health.  Most 
consumers are unable to assess the risks involved when consuming a product 
because they cannot observe the level of chemical migration and do not have full 
information on the production methods.  Therefore, they cannot make informed 
choices about such risk.  Government intervention is required to reduce these 
impacts on health, to ensure consumers can make informed choices and also to 
provide greater clarity for the enforcement of the EU Regulation. 
 

2. These proposals fulfil the UK Government‟s policies of meeting its European 
Union (EU) obligations to bring into effect in law harmonised rules that: 
 

 Reduce the chronic and acute health risks to consumers arising from 
chemical contaminants in the food they eat; and 
 

 Meet the intergovernmental Lisbon Agenda aimed at improving the 
competitiveness of businesses in Europe by providing harmonised rules that 
are not overly burdensome within which businesses can compete on an 
equal footing. 

 
3. The Food Standards Agency (“the Agency”) believes that the adoption of these 

proposals provides essential powers to enforce the modernised regulatory 
framework that removes trade barriers and allows technological innovation.  
Consumer protection will be enhanced in an area of food control where 
inadequate controls could have serious long-term implications or are suspected of 
carrying an unacceptable risk to consumer health, particularly among vulnerable 
people.  The introduction of harmonised and detailed statutory controls also 
reduces the potential for uncertainty or dispute in interpreting what constitutes 
safe levels of extraneous substances in foods. 
 

Intended effect 

 
4. To reduce the long term health risks to consumers in England arising from 

ingesting chemicals used in the manufacture of materials and articles that may 
adventitiously migrate into food by providing harmonised rules with which 
businesses must comply and compete.  And to provide an EU harmonised 
regulatory framework that provides businesses with clear provisions that lead to 
safe products and thus increased consumer confidence. 
 

5. The EU legislation therefore aims to protect the nature and quality of the food 
concerned; to provide clear and consistent conditions for the trade in goods and 
the provisions proposed here for England aim to provide the enforcement 
authorities with the necessary powers and means to fulfil their statutory obligations. 

                                                 
1
 Since the Lisbon Treaty came into force, all references to “Community” are deemed to be references to the EU. However, in 

the narrative that follows we have used the terms in the legislation. 



It is also our aim to simplify the way rules governing these articles and materials 
are presented in England to make them as plain as possible to those that need to 
refer to them.  This decision was taken with industry support. 
 

6. This proposal is for a Statutory Instrument (SI) entitled The Materials and Articles 
in Contact with Food (England) Regulations 2010.  The objective of the proposed 
Regulations is to implement the enforcement provisions of Regulation (EC) No. 
450/2009 on active and intelligent materials and articles intended to come into 
contact with foods (“the AIM Regulation”), by: 
 

 designating local authorities and port health authorities as having 
responsibility for the enforcement of the AIM Regulation in England; 
 

 providing for offences of contravening certain provisions of the AIM 
Regulation and for defences against prosecution for committing an offence 
in particular circumstances; and 

 

 specifying the penalties that the Courts may impose upon conviction for an 
offence. 
 

7. The proposed Regulations will also revoke The Materials and Articles in Contact 
with Food (England) Regulations 2007 as amended by the Materials and Articles 
in Contact with Food (England) (Amendment) Regulations 2009 (“the 2009 
Regulations”), and re-enact them with necessary amendments, thus implementing 
in one consolidated instrument the AIM Regulation as well as other controls on 
materials and articles in contact with food.  The proposed Regulations will provide 
for the effective enforcement of the remaining provisions of the AIM Regulation, 
which are discussed in more detail below. 

Background 

 

8. The general principles governing the safety of all materials and articles intended to 
come into contact with foodstuffs are established in Regulation (EC) No. 
1935/20042 (the “framework Regulation”).  This lays down the framework of 
regulation of all such materials and articles, including those classed as „active‟ and 
„intelligent‟.  The AIM Regulation is a specific measure within the meaning of 
Article 5(1)(b) of the framework Regulation.  This establishes the specific rules for 
active and intelligent materials and articles to be applied in addition to the general 
requirements established in the framework Regulation for their safe use. 
 

9. The AIM Regulation was published in the Official Journal (OJ) of the EU on 30th 
May 2009 (Ref OJ, 30.05.2009, L135 pg 3-11) and came into force on 18th June 
2009 and is directly applicable throughout the EU.  Copies of the AIM Regulation 
are available and can be downloaded freely from the following website: 
 
http://eur-lex.europe.eu/LexUriServ.do?uri=OJ:L2009:135:0003:0011:EN:PDF 
 

10. A short four week consultation was held in September 2009 to put in place 
provisions for the enforcement of a number of provisions of that AIM Regulation 

                                                 
2
 OJ Ref L338, 13.11.2004 

http://eur-lex.europe.eu/LexUriServ.do?uri=OJ:L2009:135:0003:0011:EN:PDF


that had to be in place by 19th December 2009.  These provisions relate to 
particular labelling and declaration requirements for goods placed on the market.  
The December date refers to provisions at Articles 4(f), 11(e) and 2 in the AIM 
Regulation.  Article 14 of that Regulation required that these provisions are put in 
place by that date.  They specifically concern the labelling of parts of the 
packaging that could be wrongly taken by some consumers to be edible, such as 
for example, a sachet containing a desiccant to prevent the food spoiling being 
mistaken for a condiment to use on the food, the written declaration of legal 
compliance to accompany active and intelligent materials and articles prior to retail 
sale, and the production, to enforcement authorities on request, of supporting 
documentation to substantiate the declaration of compliance.  
 

11. The enforcement provisions mentioned here were implemented in England by the 
2009 Regulations3.   
 

 Detail 
 

Conditions for active and intelligent materials and articles 
 

12. As explained in paragraph 8 above, the AIM Regulation is a specific measure 
within the meaning of Article 5(1)(b) of the framework Regulation.  Many of its 
requirements reiterate and tie in with the overarching provisions of the framework 
Regulation and these are already dealt with in existing statutory instruments for 
England. 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:  
 

(1) be suitable and effective for their intended purpose;  
 
(2)  comply with the composition requirements set out in the AIM 
Regulation; and 
 
(3) be manufactured only from substances included in the „Community 
list‟ of authorised substances, once that list has been adopted.  However, 
this provision is followed by an exception 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 comply with particular conditions; 
 
(b) substances falling within the scope of the Community or national 

provisions applicable to food, which are added to or incorporated into 
active materials and articles by techniques such as grafting or 
immobilisation in order to have a technological effect in the food, 
provided that they comply with the particular conditions set out; 

 
(c) 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 and that comply with other conditions 
set out and are not: 

 
                                                 
3
 Statutory Instrument No. 2009/2938 



(i) substances classified as „mutagenic‟, „carcinogenic‟, or „toxic to 
reproduction‟ in accordance with the criteria set out in sections 3.5, 
3.6 and 3.7 of Annex l to Regulation (EC) No. 1272/20084 of the 
European Parliament and the Council; or 

 
(ii) substances deliberately engineered to particle size which 
exhibit functional physical and chemical properties that 
significantly differ from those at a larger scale.  In effect these are 
those substances commonly referred to as nano substances in 
England. 

 
Conditions and content for inclusion of substances in the Community list  

 
12.1 Substances may be included in the Community list where they satisfy the 

requirements of Article 3 and, where they apply, Article 4 of the framework 
Regulation for the intended condition of use of active or intelligent material or 
article. The information that will be contained in the Community list will specify: 
 

(a) the identity of the substance(s) and function of the substance(s); 
 

(b) the reference number and if necessary, the conditions of use of the 
substance(s) or component; 
 

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

Conditions for the establishment of the Community List 
 

12.2 These conditions include the means by which the Community list will be 
established, with detail on the deadlines by which preparatory stages pertaining to 
the list must be completed and the procedures for drawing up the list.  The 
important deadlines are that the 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.  The Guidelines were issued in on 30th November 2009, so the 
deadline for submission of applications is 31st May 2011.  The initial Community 
list will be adopted by the Commission in agreement with the Member States. 

 
Conditions of use for substances not to be included in the Community list 
and transitional periods 
 

12.3 Released active substances, and substances added or incorporated by 
techniques such as grafting or immobilisation shall be used in full compliance with 
the relevant Community or national provisions applicable to food (throughout 
these provisions the latter apply in the absence of the former), and shall comply 
with the provisions of the framework Regulation and, when applicable, its 
implementing measures.  Additionally, the amount of released active substance 
shall not be included in the value of the measured overall migration, in cases 
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 On classification, labelling, packaging substances and mixtures, amending and repealing Directives 67/548/EEC and 
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where an overall migration limit (OML) is established in a specific Community 
measure for the food contact material in which the component is incorporated.  
The amount of a released active substance may exceed the specific restriction 
established for that substance in a specific Community or national measure 
governing the food contact material it is contained in provided it complies with the 
Community or national provisions applicable to food. 

 
12.4 The migration into food of the substances behind a functional barrier shall not 

exceed 0.01 mg/kg, and the AIM Regulation refers to the conditions for measuring 
that migration.  This limit shall always be expressed as a concentration in foods 
and it shall apply to a group of substances, if they are structurally and 
toxicologically related.  In particular, isomers or substances with the same relevant 
functional group, and it shall include possible set-off transfer. 

 
12.5 As a transitional measure, where active and intelligent materials and articles are 

labelled in accordance with the framework Regulation and placed on the market 
prior to 19th December 2009, they shall be permitted to be sold until stocks are 
exhausted.  Furthermore, that until the date of application of the Community list, 
released active substances shall be authorised and used in accordance with the 
relevant Community provisions applicable to food, and shall comply with the 
provisions of the framework Regulation and its implementing measures. 
 
Supporting documentation 
 

12.6 The AIM Regulation also requires that appropriate documentation be made 
available to competent authorities on demand to show that products comply with 
the legislation.  In order to demonstrate compliance, the supporting documentation 
must contain information on the suitability and effectiveness of the active or 
intelligent material or article, the conditions and detailed results of testing and or 
calculations and/or other analysis and evidence on the safety. 
 

Options 

 Option 1 – Do nothing 
 
13. Doing nothing will not prevent the AIM Regulation from applying in England; it is 

already legally binding and applicable throughout the EU.  However, enforcement 
authorities would not have the necessary powers to enable them to enforce it.  
Therefore the obligation to put in place provisions for its enforcement, for offences 
to be prosecuted and for penalties for those found to be in breach of the AIM 
Regulation will not be fulfilled.  This would lead the UK Government being cited in 
infraction proceedings by the Commission and these could result in financial 
penalties being incurred.  
 

 Option 2 – Fully implement the necessary requirements and make 
appropriate domestic Regulations for the execution and enforcement that 
will support the AIM Regulation and provide for its enforcement. 
 

14. This option would provide enforcement authorities with the necessary domestic 
legislation for the enforcement and execution of the AIM Regulation in England, 
which is binding in its entirety and directly applicable to all EU Member States. 
 



Sectors and groups affected 

 
15. Local authorities (LAs) and port health authorities (PHAs) will continue to benefit 

from the greater clarity of their powers that will be contained in one consolidated 
document. 

 
16. Manufacturing businesses, local authorities and port health authorities will all need 

to read and familiarise themselves with the new Regulations and take appropriate 
actions to achieve high levels of compliance. Charities and voluntary organisations 
are unaffected by these proposals. 

 

Costs and benefits of options5 

 Option 1 Do nothing. 
 
17. This option is the baseline for comparison. 

 

 Option 2 – Fully implement the necessary requirements and make 
appropriate domestic Regulations for the execution and enforcement that 
will support the AIM Regulation and provide for its enforcement.  

 
18. This option would ensure that enforcement authorities within England, including 

port health authorities, have adequate statutory powers to prevent the placing on 
the market of those materials and articles that fail to meet the requirements laid 
down in the AIM Regulation. 

Benefits 

 Option 1 
 
19. There are no incremental benefits for option 1 

 

 Option 2 
 

20. This option meets the Government‟s commitment to fulfil its EU obligations and 
contributes significantly to providing for the means of protecting consumers from 
ingesting harmful levels of chemicals that could have adventitiously migrated from 
the materials or articles that were intended to be brought into contact with the food.  
As a number of provisions of the AIM Regulation are already applicable and 
domestic enforcement measures in place, we are required to provide for the 
enforcement of the remaining provisions in England.  This ensures that the 
enforcement authorities can fulfil the requirements placed upon them and the 
Courts can impose penalties that are consistent with those that apply elsewhere in 
English food law.  It also provides for defences to alleged offences in certain 
specified circumstances. 
 

21. This option would harmonise standards across Member States and prevent any 
barrier to trade occurring as a result of there being different regulations in different 
individual Member States.  Option 2 may even encourage additional trade.  It 
would also prevent the UK from facing potential infraction proceedings from the 
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European Commission and consolidate the important role that the UK plays in 
negotiating and agreeing standards for materials and articles intended to come 
into contact with food within the EU. 
 

22. Option 2 will also minimise the potential for consumers to be exposed to harmful 
levels of substances migrating from food contact materials and articles to the food 
itself.  Whilst the potential benefits to health are difficult to quantify they are likely 
to include reduced risk of illness through exposure to substances that might 
migrate and might be associated with various effects on human health.  In 1999 
MAFF, now the Department of Environment, Food and Rural Affairs (DEFRA), 
published a report presenting economic evaluation of UK policy on chemical 
contaminants in food, which estimated that the annual consumer benefit resulting 
from chemical contaminant controls was worth £900 million.  The aim of the 
evaluation was to assess whether current controls on chemical contaminants and 
naturally occurring toxicants were cost effective and how these could be improved, 
taking into account the impact of such controls on consumers and the food supply 
chain.  One of the report‟s conclusions was that the main beneficiaries were 
consumers, whilst the majority of the quantifiable costs had been borne by central 
government.  The report is available on the DEFRA website at: 
 
http://statistics.defra.gov.uk/esg/evaluation/chemcont/default.asp  
 

23. The European Food Safety Authority (EFSA) is responsible for carrying out risk 
assessments and gives its opinions on substances used in the manufacture of 
food contact materials based on risk assessment dossiers submitted by industry 
seeking approval for use of a particular substance. UK experts sit on the EFSA 
Panels that carry out the detailed EFSA risk assessments. The resulting EFSA 
opinions are given on the basis of protection of public from the ingestion of 
harmful levels of substances that may arise from the consumption of food into 
which the substance may have adventitiously migrated.  Any resulting safe 
consumption limits recommended in EFSA‟s opinions have margins of safety to 
ensure that the health of consumers who may eat contaminated foodstuffs would 
not be affected over their lifetime.  The resulting European Commission proposals 
on migration limits in food reflect these consumption limits and therefore include 
these safety margins.  The Commission amends these technical limits and refines 
definitions of categories used for limiting migration as scientific understanding of 
the substances and their health effects improves.  Substances that are deemed to 
cause unacceptable risk to consumer health, particularly among vulnerable people, 
are normally prohibited for use unless safe means for their use is scientifically 
established. 
 

24. EFSA is now also responsible for carrying out the assessment for the Community 
list of authorised substances that may be used in components of active and 
intelligent materials and articles.  Risk assessment of these substances will be 
carried out in the manner described above. 

Costs 

 Option 1 
 

25. There are no incremental costs from option 1. 
 

http://statistics.defra.gov.uk/esg/evaluation/chemcont/default.asp


 Option 2 
 

Costs to Enforcement Authorities 

 
26. Each Local Authority (LA) in its area and each Port Health Authority (PHA) in its 

district are responsible for enforcing the legislation with respect to food safety 
and/or food hygiene; and thus have the responsibility for enforcing the food 
contact materials legislation and will, as outlined above be affected by these 
proposals.  There may also be ongoing and unchanged costs to food authorities 
for monitoring and enforcing the new Regulations.  However, given that this is an 
existing responsibility under other food contact materials legislation, there are 
unlikely to be any annual incremental costs from this new piece of legislation. 
 

27. We have estimated that Trading Standards Officers will typically invest one hour 
reading and familiarising themselves with the new single set of Regulations.  In 
addition, we have estimated that each person uses a further hour for 
dissemination to key staff within the organisation, meaning a total of two hours for 
familiarising.  There are 389 Local Authorities and 39 Port Health Authorities in 
England.  We have estimated that one Environmental Health Officer (EHO), in 
each of the 389 local authorities and the 39 PHAs is expected to read the 
Regulations and that it takes them one hour to do so.  Using an EHO wage rate of 
£20.706 per hour the one off familiarisation cost equates to £16,101 for LA‟s and 
£1,614 for PHA in England, which gives a total one off familiarisation cost of 
£17,716 to LA‟s and PHA‟s.   
 

28. Earlier consultation responses have indicated that Trading Standards Officers 
(TSOs) would also need to read and understand these Regulations.  We assume 
that the time taken would be the same as for EHOs.  ASHE 2009 gives median 
hourly pay, excluding overtime, for „inspectors of factories, utilities and trading 
standards‟.  
 

29. Comments received from the PHA in an earlier consultation on the AIM Regulation 
indicated that the proposed Regulations will have a greater cost implication than 
just familiarisation for enforcement authorities.  However, they neither quantified 
nor provided a breakdown of these costs. 
 

Costs to Industry 

 
30. Any likely costs to industry associated with the proposed Regulations relate only 

to the businesses such as manufacturers of active and intelligent packaging 
systems needing authorisation of the active components in their products and will 
not be incurred directly by the whole packaging industry.  The primary business 
sectors therefore likely to be affected by these proposals will be those that 
specifically manufacture and sell active and intelligent materials and articles 
intended to come into contact with food.  For this sector, there will be a small one-
off cost for reading and familiarising themselves with the new Regulations.  We 
have estimated that a manufacturer of active intelligent packaging businesses will 
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spend one hour reading and familiarising themselves with the new single set of 
Regulations.  In addition, we have estimated that each person uses a further hour 
for dissemination to key staff within the organisation, meaning a total of two hours.  
There are 2,040 businesses which may manufacture and sell active and intelligent 
materials7.  A wage rate of £25.198 has been applied for a manager of an 
organisation who reads the document, which is multiplied by the number of 
businesses and the reading time to give a familiarisation cost to industry of 
£102,792. 
 

31. The Agency has sponsored two pieces of research on active and intelligent 
packaging.  The first (A03039) was published in June 2004 and it found that the 
then UK market for active or intelligent packaging was small.  It is concluded from 
the research conducted, that the major impact of any wider introduction of such 
packaging would fall on sectors of direct food additives, food authenticity and food 
labelling.  Its other findings concerned the nature of legislation on such materials 
and articles much of which has now been enacted in the European AIM 
Regulation that the legislative proposals that are the subject of this Impact 
Assessment give full effect to. 
 

32. The second, (A03062) was published in August 2009.  It sought, among other 
things to explore the market for these materials and articles.  Once again only a 
small, unquantified number of companies were found marketing active and 
intelligent materials in the UK, so the search was extended and over 60 
companies worldwide were identified.  The products found included; oxygen 
scavengers, moisture absorbers, gas scavengers, carbon dioxide regulators, 
antimicrobial releasing systems, nitrogen, heat and flavour releasers and 
monitoring systems.  A summary of both reports can be accessed at the following 
website addresses: 

 

http://www.food.gov.uk/science/research/researchinfo/contaminantsresearch/contactmaterials/a
03prog/a03projlist/a03039proj/ 

http://www.food.gov.uk/science/research/researchinfo/contaminantsresearch/contactmaterials/a
03prog/a03projlist/a03062/ 
 
33. The Agency is developing guidance for them on the proposed Regulations and 

this guidance will minimise costs to businesses of reading the Regulations.  A brief 
summary of the guidance is given in paragraph 37 below.  The costs to industry 
are summarised below. 
 

34. As indicated, any likely additional costs associated with the new Regulations 
relate only to the businesses that manufacture or use in their manufacturing 
process active and intelligent materials and articles intended to come into contact 
with food.   
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 Source: The Inter Departmental Business Register is accessible via the Office for National Statistics, 

http://www.statistics.gov.uk/idbr/idbr.asp; Figures are the sum of premises listed under SIC 11.07 Manufacture of 
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and paperboard n.e.c. SIC 25.92 Manufacture of light metal packaging and SIC 82.92 Packaging activities. 
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35. The familiarisation cost for industry and LA‟s is summarised in table 1 below, and 
includes data for the devolved administrations. Table 2 has been broken down to 
show the number of organisations in the enforcement sector affected and table 3 
indicates the number of businesses affected by the proposals. 
 

Table 1 

Region Familiarisation Costs 

  Local Authorities Businesses 

England £17,716 £102,792 
Scotland £1,325 £6,802 
Wales £911 £5,039 
N.Ireland £1,076 £3,023 

UK £21,027 £117,656 

Rounded £21,000 £118,000 

  
Table 2 

Region Number of organisations affected 

  Local Authorities Port Health Authorities Businesses 
England 389 39 2,040 
Scotland 32   135 
Wales 22   100 
N.Ireland 26   60 

UK 469 39 2335 

 
Table 3 

Summary of firms by 
size Micro Small Medium Large Total 

England 1,498 406 109 26 2,040 
Wales 73 20 5 1 100 
Scotland 99 27 7 2 135 
NI 44 12 3 1 60 

UK 1,715 465 125 30 2,335 

Notes: Sizes are defined by number of employees per premises as follows: Micro – less than 10 
employees; Small – 10-49 employees; Medium – 50-249 employees; Large – more than 250 employees.  
Source ONS Inter-Departmental Business Register (2009) SIC codes – 11.07 Manufacture of soft drinks; 
production of mineral waters and other bottled waters, 17.29 Manufacture of other articles of paper and 
paperboard n.e.c., Manufacture of light metal packaging and 82.92 Packaging activities. 

 

Consultation Questions 

 

(1) Stakeholders are asked to comment on whether the assumption that it will 
take one hour to read and familiarise with the new Regulations is a sensible 
estimate for enforcement authorities and businesses.  If you disagree with 
this assessment, please provide evidence to support your views. 

 

(2) Stakeholders are asked to comment on any other costs that might be 
associated with the AIM Regulation or the proposed Regulations and 
whether they introduce any additional burden.  Please provide evidence to 
support your view. 

 

 

 
 



Impact on other Government bodies 
 

36. Government departments, such as the Agency may also be affected as and when 
they carry out any surveys on foods.  This impact may involve having to carry out 
more research into the migration of substances from food contact materials, 
including work to establish methodologies for determining such migration and to 
ensure compliance with the legislation.  These are carried out to inform 
consumers, monitor trends and assess dietary exposure, and to ensure that 
legislation is effective in protecting consumers from exposure to harmful 
substances in food packaging. 
 

37. The Agency may also be affected as it also has an enforcement role with regard to 
the framework Regulation in respect of declarations of compliance, as indicated in 
Article 16 of that Regulation.  Chapter lV, Article 12 and Article 13 of the AIM 
Regulation require that appropriate documentation be made available to 
competent authorities on demand to show that their products comply with the 
legislation. 
 

Administrative Burden Costs 

 
38. The Agency believes that there are no new or additional costs to enforcement 

authorities or businesses associated with the proposed statutory instrument that is 
the specific subject of this impact assessment and that will provide for the 
enforcement provisions of the AIM Regulation in England.  The need for 
compliance declarations, documentation and labelling are not new burdens on 
enforcement authorities and businesses, as these are existing requirements under 
the framework Regulation, Articles 4(5) and 4(6) (labelling of active and intelligent 
materials and articles), 15(e) and 16.   
 

Consultation questions: 
 

(1) We would welcome any comments on our assessment that there are no 
new administrative actions which can be identified with these proposals. 
Please provide evidence to support your view. 
 

 

Guidance on the proposed Regulations 

39. The guidance mentioned in paragraph 33 above, is aimed primarily at those 
businesses that are likely to be affected by the proposed Materials and Articles in 
Contact with Food (England) Regulations 2010.  It is aimed at those businesses 
that manufacture, use, import or sell active and intelligent materials and articles 
intended for in use in contact with food.  The guidance may also be of use to 
others with an interest in the legislation, such as enforcement authorities.  The 
guidance provides a short summary of the proposed Materials and Articles in 
Contact with Food (England) Regulations 2010 has been produced to explain 
clearly the legal requirements of the Regulations and should be read in 
conjunction with the legislation itself. 
 



Consultation 

 
Within Government 
 
40. During the course of negotiations of the AIM Regulation with the European 

Commission, officials of the Agency have kept other government departments 
informed of its progress.  These included; the Department of Health, the 
Department for Business, Innovation and Skills, the Foreign and Commonwealth 
Office, the Cabinet Office, DEFRA and the Office of Fair Trading.  To date, no 
adverse comments have been received from any department. 

Public Consultation 

41. The Agency has also frequently conveyed information to interested organisations 
including industry, research institutes, consumer groups, enforcement authorities 
and port health authorities, and any other parties with an interest in policy issues 
related to food contact materials.  Earlier stages in the development of these 
proposals have been subject to two previous consultations, of which one took 
place in 2006 and the other in 2008, when these proposals were last amended. 
 

42. The informal consultations carried out in 2006 and 2008 did not raise any pertinent 
issues about the cost implications in relation to the AIM from enforcement 
authorities or businesses.  There were however several comments on points of 
detail from the 2008 consultation that were noted and, where they did not affect 
overall UK negotiating lines, were raised in discussions with the Commission and 
other EU member States and, in some cases small changes to the text of the AIM 
Regulation resulted. 
 

43. A third consultation was carried out in October 2009, dealing with a number of 
specific provisions relating to particular labelling and declaration requirements for 
goods placed on the market.  They specifically concern the labelling of parts of the 
packaging that could be wrongly taken by some consumers to be edible, the 
written declaration of legal compliance to accompany active and intelligent 
materials and articles prior to retail sale, and the production, to enforcement 
authorities on request of supporting documentation to substantiate the declaration 
of compliance.  The purpose of this consultation was to ensure that the provisions 
here were in place by 19th December 2009, as discussed at paragraph 10. 
 

Enforcement 

44. Enforcement of the proposed Regulations is primarily the responsibility of the LAs 
and PHAs as defined by the Food Safety Act 1990 and designated in our 
Regulations.  While the making of legislation in England is the function of central 
government, the enforcement of food is primarily (but not solely) the responsibility 
of the 389 LAs and 39 PHAs in England.  In relation to local authorities, there is no 
clear distinction made on the face of the Regulations between county councils, 
district councils and unitary authorities.  However, in non-unitary council areas in 
England, the food standards work is carried out by the county council and food 
hygiene work by district councils.  In areas under unitary local government, local 
authorities are responsible for both. 



Simplification  

 
45. The opportunity is being taken to maintain a simplified single set of Regulations 

that avoid numerous amendments.  An earlier simplification of the regulation of 
food contact materials legislation was carried out in a two stage exercise in 
February and March 2006.  Since then we have continued to propose simplified 
single-set regulations to minimise the burden on industry and enforcement 
authorities.  This will help those that need to refer to the Regulations. 
 

Implementation and Review 

 
46. It is anticipated that the proposed Regulations will come into force in July 2010.  

We shall continue to regularly communicate with industry to ensure that no 
unforeseen difficulties arise from the proposed Regulations, which will be 
reviewed in 2011. 

Monitoring 
 
47. Central and local authorities in England routinely monitor foodstuffs on sale to the 

public to ensure compliance with the Regulations.  The results of this work carried 
out by the Agency are published and are openly available on the Agency‟s website 
at: 

 http://www.food.gov.uk/science/researchinfo/contaminantsresearch/   

 
48. We shall therefore, routinely survey materials and articles on the market to ensure 

compliance with the Regulations.  The Agency will work with enforcement 
authorities where problems arise or suspected infringements of the Regulations 
arise.  The effectiveness of the proposed Regulations will also be monitored via 
feedback from stakeholders as part of the ongoing policy process. 
 

.

 

 

 

http://www.food.gov.uk/science/researchinfo/contaminantsresearch/


 

Specific Impact Tests: Checklist 

 
 
 

Type of testing undertaken  Results in 
Evidence Base? 

Results 
annexed? 

Competition Assessment    No Yes 

Small Firms Impact Test No Yes 

Legal Aid No No 

Sustainable Development No Yes 

Carbon Assessment No Yes 

Other Environment No No 

Health Impact Assessment Yes No 

Race Equality No Yes 

Disability Equality No Yes 

Gender Equality No Yes 

Human Rights No Yes 

Rural Proofing No Yes 

 



 

Annexes 

 

Competition Assessment 

We have fully considered the questions posed in the Office of Fair Trading competition 
assessment test9 and conclude that the proposed Regulations that enforce the AIM Regulation 
are unlikely to hinder the number or range of businesses or the ability for operators to compete.  
The proposals are unlikely to significantly affect competition as the impact is likely to be minimal 
and will apply equally across all food contact industries.  The EU legislation is already binding 
on Member States and the businesses that trade within them.  Charities and voluntary 
organisations are also unlikely to be affected by these proposals. 

Small Firms Impact Test 

We do not consider the impact on small businesses to be significant.  This view has been 
supported by industry and the Office of Fair Trading following earlier consultations on directly 
applicable European Regulations and during the 2006 and 2008 consultations on the AIM 
Regulation.  Small and Medium sized businesses are encouraged to respond to issues which 
they feel may have an impact.  

Sustainable development 

Impacts under the three pillars of sustainable development (environmental, economic and social) 
have been, and continue to be, considered in the preparation of this Impact Assessment.    
Option 2 is relatively more sustainable and allows for businesses using intelligent packaging 
systems which will increase the shelf life of foods and indicate the spoilage of the food in the 
packaging, without any adverse impact on consumers.  Allowing firms to use the technology has 
the potential to significantly impact on the amount of packaged food discarded by retailers and 
consumers and more accurately indicate when foodstuffs have actually spoiled.  Since less food 
will be wasted, less will go to landfill therefore, there will be less greenhouse gas emissions and 
the positive effect being less energy wasted that was used in the production of the food. 

Race/Gender/Disability equality issues 

The Agency believes that the proposal will have no impact on race, gender or disability equality 
issues. 
Carbon Impact Assessment 

The proposal is likely to have a positive impact on emissions of greenhouse gases in that less 
energy will be wasted in the production of the food. 

Human Rights 

It is not considered that this proposal will have a negative impact on the Human Rights of those 
affected by it. 

Rural Proofing 

The proposal is unlikely to have any significant impact on rural areas. 

 

Q: Are stakeholders aware of any other impacts under the specific impact tests from the 
proposed amendment? Any evidence that stakeholders can provide to support those 
views will be helpful. 
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Annex D 

 

Circulation List  
 

Company 

 

 

 

 

 

AJH Consulting 

AJN Solutions 

APD Scientific Limited 

AMDEA 

Alba Plastics 

Alcan Packaging 

Association of Consumer Research 

Association of Port Health Authorities 

Avent Limited 

Bilcare Limited 

Bird and Bird 

Bodycote Testing Group 

Boots UK Limited 

Boots PDQ Centre 

British Adhesives and Sealants Association 

British Ceramic Confederation 

British Coatings Federation 

British Disposable Products Association 

British Hardware and Housewares Manufacturers Association Ltd 

British Plastics Federation 

British Plastics Federation  

British Retail Consortium 

British Soft Drinks Association 

BPIF 

CATRA 

Cadbury Schweppes 

Campden & Chorleywood Food Research Association 

Campden & Chorleywood Food Research Association 

Catering Equipment Suppliers Association 

Centre for Analytical Research in the Environment 

Chemical Industries Association 

Chilled Food Association 

Colormatrix Europe 

Confederation of Paper Industries 

Crown Corporate Technologies 

Dairy Industry Federation 

Danapak Flexibles Limited 

Department for the Environment, Food and Rural Affairs 

Business, Innovation and Skills 

Dexter Packaging Products 

Double D Food Engineering Ltd 

Eclipse Scientific Group 

Enterprise Directorate 

Federation of Small Businesses 

The Food and Environment Research Association 

FOODAWARE 

Food And Drink Federation 

Food Policy Update 

H J Heinz 

Halton Borough Council 
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Home Retail Group 

ICI Paints 

ICI Packaging Coatings Limited 

Industry Council for Packaging and the Environment 

Innovia Films 

JWP Ltd 

JEFPAC Limited 

Kenwood Limited 

Kirkstone Plastics Limited 

Laboratory of the Government Chemist 

Laboratory of the Government Chemist 

LACORS 

LINPAC Packaging Limited 

London Port Health Authority 

Lovell White Durrant 

Marks & Spencer Plc 

Meridian Speciality Packaging 

Metal Packaging Manufacturers Association 

Metal Packaging Manufacturers Association 

National Consumer Council 

National Consumers’ Federation 

Nippon Gohsei 

Office of Fair Trading 

Packaging and Films Association 

Packaging and Films Association 

Packaging and Films Association 

Packaging and Films Association 

Pillsbury Europe 

Pulse Speciality Products 

PIRA International 

Provision Trade Federation 

Plastics Europe 

RAPRA Technology Limited 

RDA Packaging Consultants 

Rexam Plastic Packaging 

SafePharm Laboratories Limited 

Sainsburys Supermarkets Limited 

Sinclair International Limited 

Society of Chemical Industry 

Spikomat Limited 

Sustain 

SCA Packaging 

Technical Indexes 

The Co-operative Retail Group (CWS) Ltd 

The Industrial Packaging Association 

Toxicology Advice & Consulting Limited 

Trading Standards Institute 

United Biscuits (UK) Limited 

UNIVAR Limited 

Weetabix Limited 

WHICH 

Wilsanco Plastics Limited 
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Summary 

Intended audience: This guidance is aimed at all companies that manufacture, 

process, distribute, use, sell or import active and intelligent  

materials and articles that are intended for use in contact 

with food.  It is also aimed at those authorities who are 

responsible for enforcing the legislation.  It may additionally 

be of interest to others with an interest in the legislation.  

Although the guidance is issued on a devolved basis, both it 

and the Statutory Instruments will substantially be the same 

in all 4 countries of the UK.  

Regional coverage: England 

Legal status: These guidance notes have been produced to explain 

clearly the legal requirements of The Materials and Articles 

in Contact with Food (England) Regulations 2010.   

Purpose: These guidance notes provide a short summary of the 

changes introduced by the new Regulations. 
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INTENDED AUDIENCE 

1. This guidance is aimed primarily at businesses (including SMEs, which 

may either use the guidance directly or learn about it via trade associations 

or enforcement authority contacts) that manufacture, use, import or 

materials and articles using active and intelligent components and/or 

substances that are intended to come into contact with food.  It may also 

be of use to others with an interest in the legislation, such as those 

authorities who are ultimately responsible for enforcement.   

 

PURPOSE AND LEGAL STATUS 

2. These guidance notes have been produced to explain clearly the legal 

requirements of The Materials and Articles in Contact with Food (England) 

Regulations 2010. They cannot cover every situation and you may need to 

consider the relevant legislation itself to see how it applies in your 

circumstances.  If you do follow the guidance notes they will help you to 

comply with the law. Businesses with specific queries may wish to seek the 

advice of their local enforcement agency, which will usually be the trading 

standards/environmental health department of the local authority.   

 

WHY YOU SHOULD READ THIS NOTE - COMPLIANCE 

3. Within the European Union (EU), it is the responsibility of the manufacturer, 

importer, distributor or seller of food contact materials and articles, or those 

who place them in contact with food prior to sale, to ensure that their 

products comply with the appropriate legislation.  Unlike the system 

administered by the Food and Drug Administration (FDA) in the United 
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States of America that many businesses will be familiar with, there is no 

system of prior approval or authorisation of food contact materials within 

the EU.  While materials and articles themselves are not subject to prior 

approval, however, the constituent monomers, additives and starting 

substances used in their manufacture must be authorised for use.  The 

European Food Safety Authority (EFSA) is responsible for carrying out risk 

assessment of the substances and then publishes an opinion. This opinion 

is used to inform the EU decision-making process on whether or not the 

use of a given substance should be authorised. 

 

4. In the event of prosecution for an alleged offence under these Regulations, 

defendants may seek to avail themselves of the defence of „due diligence‟ 

provided for at regulation 18 – general defences, of the Regulations.  In 

order to succeed, such a defence requires proof that the defendant had 

taken all reasonable precautions to avoid committing the alleged offence, 

including, probably, documentary evidence purporting to show that the 

goods complied with the law and on which it was reasonable for the 

defendant to have relied.  It is in any event a legal requirement that any 

business which places on the market goods or substances prior to the 

retail stage provides such documentary evidence to support the mandatory 

declaration of compliance with the law.  The detail of this requirement is set 

out in Articles 12 (declaration of compliance) and 13 (requirement relating 

to supporting documentation) of the AIM Regulation as enforced by 

regulation 6(f) and (g) of the Regulations.   



  

 

 

Regulatory Guidance on The Materials and Articles in Contact with Food (England) 

Regulations 2010  

 

 8 February 2010 

 

THE EUROPEAN LEGISLATION 

5. The European Commission and the Member States of the European Union 

are working towards a fully harmonised set of rules that will apply to food 

contact materials and articles across the EU.  The aim is to protect 

consumers from any harmful effects of eating food contaminated by 

chemicals that might have migrated from materials and articles with which 

the food had been in intentional contact or from which it might reasonably 

be expected that a substance might migrate into the food.  In addition to 

protecting consumers, this harmonisation will provide businesses with one 

set of rules to comply with throughout the EU instead of a plethora of 

national rules in different EU Member States.  

  

6. The general principles on all food contact materials and articles intended to 

come into contact with foodstuffs are established in Regulation (EC) No. 

1935/2004 (the “framework Regulation”).  This lays down the framework of 

regulation for all materials and articles intended to come into contact with 

food.  Article 5(1) of the framework Regulation provides for adoption of 

specific measures for groups of materials and articles and describes in 

detail the procedure for the authorisation of substances at European Union 

level when a specific measure provides for a list of authorised substances.  

Certain rules on active and intelligent materials and articles are already set 

out in the framework Regulation.  These include rules for released active 

substances that have to comply with the EU provisions applicable to food 

and labelling rules. In any case where there are no relevant EU 

requirements, national provisions apply. 



  

 

 

Regulatory Guidance on The Materials and Articles in Contact with Food (England) 

Regulations 2010  

 

 9 February 2010 

 

7. In addition to the definitions that apply to all food contact materials and 

articles the framework Regulation defines active and intelligent materials 

as: 

 „active materials and articles‟ means materials and articles that are 

intended to extend the shelf-life or to maintain or improve the condition 

of packaged food; they are designed to deliberately incorporate 

components that would release or absorb substances into or from the 

packaged food or the environment surrounding the food; 

 „intelligent materials and articles‟ means materials and articles which 

monitor the condition of packaged food or the environment surrounding 

the food; 

The terms „component‟, functional barrier‟, „releasing active materials and 

articles‟, and „released active substances‟ are further defined by the “AIM 

Regulation”, which is discussed in more detail below. 

DETAIL 

8. A new European Regulation (EC) No. 450/2009 of 29th May 2009 on active 

and intelligent materials and active materials and articles intended to come 

into contact with food (“the AIM Regulation”) was published in the Official 

Journal (OJ) of the EU on 30th May 2009 (Ref OJ, 30.05.2009, L 135 pg 3-

11) and came into force on the 20th June 2009.  The AIM Regulation is 

directly applicable throughout the EU.    

 

9. The AIM Regulation is a specific measure under Article 5 (1) (b) of the 

framework Regulation. The AIM regulation therefore establishes specific 

rules for active and intelligent materials and articles to be applied in 
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addition to the general requirements already established in the framework 

legislation for its safe use.     

Specific rules on labelling 

 

10. After the consultation in August 2009, Regulations were introduced to 

enforce certain provisions of the AIM Regulation.  Those provisions related 

to particular labelling and declaration requirements for goods placed on the 

market.  Article 14 of the AIM Regulation required that Articles 4(f), 11(1) 

and (2), 12 and 13 should apply from 19th December 2009.  These 

specifically concerned the labelling of parts of the packaging that could be 

wrongly taken by some consumers to be edible, the written declaration of 

legal compliance to accompany active and intelligent materials and articles 

prior to retail sale, and the production, to enforcement authorities on 

request, of supporting documentation to substantiate the declaration of 

compliance.  National enforcement provisions had to be in place by 19th 

December 2009 to ensure that enforcement authorities in England had the 

necessary powers to ensure observance of those Articles of the AIM 

Regulation mentioned above at the time they became applicable. 

 

11. The Materials and Articles in Contact with Food (England) Regulations 

2007 were amended by The Materials and Articles in Contact with Food 

(England) (Amendment) Regulations 2009 to provide the necessary 

enforcement measures in England. 

 

EU list of authorised substances – Article 5 
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12. As a general rule only substances that are included in the Community1 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 EU list may be used in 

components of active and intelligent materials and articles if they are: 

 

 Released active substances that have been incorporated by techniques 

such as grafting or immobilisation and are used in full compliance with 

EU and national provisions applicable to food, and comply with the 

provisions of the framework Regulation and its implementing measures; 

 

 Substances used as components which are not in direct contact with 

food or the environment surrounding the food and are separated from 

food by a functional barrier that prevents migration above 0.01mg/kg 

and not classified as „mutagenic‟, „carcinogenic‟ or „toxic to 

reproduction' or are not nanoparticles. 

 

Conditions for inclusion of substances in the EU list – Article  

 

13. In order for substances to be included in the EU list, specific conditions 

must be met.  Substances which constitute the components of active and 

intelligent materials must satisfy the requirements of Article 3 and, where 

they apply, Article 4 of the framework Regulation for their intended 

conditions of use.   

 

                                            

1
 Point to note: since the Lisbon Treaty came into force, all references to “Community” are deemed to references 

to the European Union (EU). 
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Content of the EU list – Article 7  

 

14. The EU list will consist of: 

 The identity of the substance(s); 

 The 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 substances or 

component is added or into which it is incorporated. 

 

Conditions for the establishment of the EU list – Article 8 

 

15.  This Article is concerned with laying down the means by which the EU 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 list will be drawn up in accordance 

with the applications made under Articles 9 of the framework Regulation, 

and adopted by the Commission under the procedure set out in Articles 10 

and 11 of that Regulation. 

 

 Applications for the inclusion of substances in the EU list must be 

submitted within 18 months of the publication of the EFSA guidelines 

for safety assessment of substances – that is to say by 31st May 2011. 

 

 The Guidelines were issued on 30th November 2009  and are available 

on the Commission website at: 

http://ec.europa.eu/food/food/chemicalsafety/foodcontact/documents_en.ht

m  

http://ec.europa.eu/food/food/chemicalsafety/foodcontact/documents_en.htm
http://ec.europa.eu/food/food/chemicalsafety/foodcontact/documents_en.htm
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Transitional periods 

16. As a transitional measure, where active and intelligent materials and 

articles are labelled in accordance with the framework Regulation and have 

been placed on the market prior to 19th December 2009, they are permitted 

to be sold until stocks are exhausted.  Furthermore, until the date of 

application of the EU list, released active substances shall be authorised 

and used in accordance with the relevant EU provisions applicable to food, 

and must comply with the provisions of the framework Regulation and its 

implementing measure. 

 

17. Active materials and articles may deliberately incorporate substances 

which are intended to be released into food.  As these substances are 

intentionally added to the food, they should only be used under the 

conditions set out in the relevant EU or national provisions for their use in 

food.  Where the EU or national provisions provide for an authorisation of 

the substance, the substance and its use should comply with the 

requirements of the authorisation under the specific legislation on food, 

such as food additives legislation.  Food additives and enzymes could also 

be grafted or immobilised on the food.  Such applications are covered by 

the legislation on food additives and enzymes and should, therefore, be 

treated in the same way as released active substances.   
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18. A released active substance shall be considered as an ingredient within the 

meaning of Directive 2000/13/EC2 and subject to the provisions of that 

Directive. 

 
Enforcement of the AIM Regulation and the Regulations for 
England 

 
19. The enforcement of food law is primarily (but not solely) the responsibility 

of local authorities in the UK, and more specifically Environmental Health 

Officers (EHOs) and Trading Standards Officers (TSOs) employed by 

those authorities.  This includes the local and port health authorities, 

borough, district or county councils, the City of London (including the 

Temples) and the islands and district councils. 

 

20. The TSOs and EHOs or any other authorised officer of the local authority 

(as appropriate) would initiate any legal proceedings in connection with a 

product that they consider in breach of the AIM Regulation and the 

Regulations for England.   

 

Supporting documentation – Article 13 

 

21. The Food Standards Agency (“the Agency”) also has an 

enforcement role with regard to the EC Regulation 1935/2004 in 

respect of declarations of compliance, as indicated in Article 16 of 

that Regulation.  Article 13 of the AIM Regulation requires that 

appropriate documentation be made available to competent 

                                            

2
 OJ Ref, L109, 6.5.2000 – Directive 2000/13/EC of the European Parliament and of the Council relating to the 

labelling, presentation and advertising of foodstuffs 
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authorities on demand to show that their products comply with the 

legislation, which is given effect by regulation 7(3) of the 

Regulations.   

 

22. In order to demonstrate compliance the supporting documentation 

must contain information on the suitability and effectiveness of the 

active or intelligent material or article, the conditions and detailed 

results of testing and or calculations and/or other analysis and 

evidence on the safety. 

 

CHANGES TO THE ENGLISH REGULATIONS 

23. The proposed Materials and Articles in Contact with Food (England) 

Regulations 2010 put in place the remaining enforcement measures 

necessary for the AIM Regulation, i.e. in relation to those substantive 

Articles that were not required to apply as from 19th December 2009  The 

Regulations will: 

 provide for offences under the Regulation and for defences against 

conviction for committing an offence in particular circumstances; 

 specify the penalties that the Courts may impose upon conviction for 

an offence; 

 revoke the Materials and Articles in Contact with Food (England) 

Regulations 2007 and the 2009 amendment Regulations and 

remake them with necessary amendments, taking into account the 

provisions of the AIM Regulation. 

 

FURTHER INFORMATION 
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24. If you have any questions about these or any other Regulations governing 

food contact materials and articles, please contact: 

Nasreen Shah, 

Food Standards Agency, 

Food Protection Division 

Incident Prevention and Chemical Risk Management, 

Room 4C, Aviation House, 

125 Kingsway, 

London, WC2B 6NH. 

Tel: 020 7276 8553 

Fax: 020 276 8446 

E-mail: nasreen.a.shah@foodstandards.gsi.gov.uk 
 

25. Other information about food contact materials is available from the 

Agency‟s website at: 

www.food.gov.uk/industry/foodcontactmaterials  

26. The information that is available includes explanatory notes and guidance 

notes on all food contact material legislation and United Kingdom research 

and development and chemical surveillance on food contact materials.  

The results of completed surveillance can be viewed from this point at: 

http://www.food.gov.uk/science/research/researchinfo/contaminantsresearch/cont
actmaterials/  

 
27. Although work predating the formation of the Agency can be accessed 

from the site archive, you can also access information about the work of 

The Working Party on Chemical Contaminants from Food Contact 

Materials in determining and reviewing work on research and development 

in this area. 

 

mailto:nasreen.a.shah@foodstandards.gsi.gov.uk
http://www.food.gov.uk/industry/foodcontactmaterials
http://www.food.gov.uk/science/research/researchinfo/contaminantsresearch/contactmaterials/
http://www.food.gov.uk/science/research/researchinfo/contaminantsresearch/contactmaterials/


COMMISSION REGULATION (EC) No 450/2009 

of 29 May 2009 

on active and intelligent materials and articles intended to come into contact with food 

(Text with EEA relevance) 

THE COMMISSION OF THE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European 
Community, 

Having regard to Regulation (EC) No 1935/2004 of the 
European Parliament and of the Council of 27 October 2004 
on materials and articles intended to come into contact with 
food and repealing Directives 80/590/EEC and 89/109/EEC ( 1 ), 
and in particular Article 5(1) (h), (i), (l), (m) and (n) thereof, 

After consulting the European Food Safety Authority, 

Whereas: 

(1) Regulation (EC) No 1935/2004 establishes that active 
and intelligent food contact materials and articles 
(active and intelligent materials and articles) are 
included in its field of application and, therefore, all its 
provisions concerning materials and articles intended to 
come into contact with food (food contact materials) also 
apply to these materials and articles. Other Community 
measures, such as those provided for in Directive 
2001/95/EC of the European Parliament and of the 
Council of 3 December 2001 on general product 
safety ( 2 ) and its implementing measures, and Council 
Directive 87/357/EEC of 25 June 1987 on the approx
imation of the laws of the Member States concerning 
products which, appearing to be other than they are, 
endanger the health or safety of the consumers ( 3 ), also 
apply, where appropriate, to such materials and articles. 

(2) Regulation (EC) No 1935/2004 lays down the general 
principles for eliminating the differences between the 
laws of the Member States as regards food contact 
materials. Article 5(1) of that Regulation provides for 
the adoption of specific measures for groups of 
materials and articles and describes in detail the 
procedure for the authorisation of substances at 
Community level when a specific measure provides for 
a list of authorised substances. 

(3) Certain rules applicable to active and intelligent materials 
and articles are set out in Regulation (EC) 
No 1935/2004. These include rules for released active 

substances that have to comply with Community and 
national provisions applicable to food and labelling 
rules. Specific rules should be laid down in a specific 
measure. 

(4) This Regulation is a specific measure within the meaning 
of Article 5(1)(b) of Regulation (EC) No 1935/2004. This 
Regulation should establish the specific rules for active 
and intelligent materials and articles to be applied in 
addition to the general requirements established in Regu
lation (EC) No 1935/2004 for their safe use. 

(5) Many different types of active and intelligent materials 
and articles exist. The substances responsible for the 
active and/or intelligent function can be contained in a 
separate container, for example, inclusion in a small 
paper sachet or, the substances can be directly incor
porated into the packaging material, for example, incor
poration in the plastic of a plastic bottle. Those 
substances, responsible for creating the active and/or 
intelligent function of those materials and articles (the 
components) should be evaluated in accordance with 
this Regulation. The passive parts, such as the 
container, the packaging into which that container is 
placed and the packaging material, in which the 
substance is incorporated, should be covered by the 
specific Community or national provisions applicable to 
those materials and articles. 

(6) The active and intelligent materials and articles may be 
composed of one or more layers, or parts of different 
types of materials, such as plastics, paper and cardboard 
or coatings and varnishes. Requirements for those 
materials may be either fully harmonised, or only 
partially harmonised, or not yet harmonised at 
Community level. The rules laid down in this Regulation 
should apply without prejudice to Community or 
national provisions that regulate such materials. 

(7) The individual substance or, if relevant, the combination 
of substances which constitute the components should 
be evaluated to guarantee that they are safe and comply 
with the requirements laid down in Regulation (EC) 
No 1935/2004. In some cases, it may be necessary to 
evaluate and authorise the combination of substances, 
when the active or intelligent function implies interaction 
between different substances leading to an enhancement 
of the function or the generation of new substances 
responsible for the active and intelligent function.

EN 30.5.2009 Official Journal of the European Union L 135/3 

( 1 ) OJ L 338, 13.11.2004, p. 4. 
( 2 ) OJ L 11, 15.1.2002, p. 4. 
( 3 ) OJ L 192, 11.7.1987, p. 49.



(8) Regulation (EC) No 1935/2004 provides that when 
specific measures include a list of substances authorised 
within the Community for use in the manufacture of 
materials and articles intended to come into contact 
with food, those substances should undergo a safety 
assessment prior to their authorisation. 

(9) It is appropriate that the person interested in placing on 
the market active and intelligent materials and articles or 
the components thereof, namely the applicant, should 
submit all the information necessary for the safety 
assessment of the substance or, if necessary, of the 
combination of substances which constitutes the 
component. 

(10) The safety assessment of a substance or of a combination 
of substances which constitutes the components should 
be carried out by the European Food Safety Authority 
(the Authority), after the submission of a valid appli
cation, in accordance with Articles 9 and 10 of Regu
lation (EC) No 1935/2004. In order to inform the 
applicant of the data to be provided for the safety 
assessment, the Authority should publish detailed 
guidelines concerning the preparation and the 
submission of the application. In order to enable the 
enforcement of any possible restrictions, it is necessary 
that the applicant provides an appropriate analytical 
method for the detection and quantification of the 
substance. The Authority should evaluate if the analytical 
method is suitable for the purpose of enforcement of any 
proposed restriction. 

(11) The safety assessment of a specific substance or of a 
combination of substances should be followed by a 
risk management decision as to whether the substance 
should be included in the Community list of authorised 
substances that may be used in active and intelligent 
components (the Community list). That decision should 
be adopted in accordance with the regulatory procedure 
referred to in Article 23(2) of Regulation (EC) 
No 1935/2004 ensuring close cooperation between the 
Commission and the Member States. 

(12) The Community list should include the identity, 
conditions of use, restrictions and/or specifications of 
use of the substance or of a combination of substances 
and, where necessary, of the component or of the 
material or of the article in which they are added to or 
incorporated into. The identity of a substance should 
include at least the name and, if available and 
necessary, the CAS numbers, particle size, composition 
or other specifications. 

(13) Active materials and articles may deliberately incorporate 
substances, which are intended to be released into food. 
As these substances are intentionally added to the food, 

they should only be used under the conditions set out in 
the relevant Community or national provisions for their 
use in food. Where the Community or national 
provisions provide for an authorisation of the 
substance, the substance and its use should comply 
with the requirements of the authorisation under the 
specific legislation on food, such as legislation on food 
additives. Food additives and enzymes could also be 
grafted or immobilised on the material and have a tech
nological function on the food. Such applications are 
covered by legislation on food additives and enzymes 
and should, therefore, be treated in the same way as 
released active substances. 

(14) Intelligent packaging systems provide the user with infor
mation on the conditions of the food and should not 
release their constituents into the food. Intelligent 
systems may be positioned on the outer surface of the 
package and may be separated from the food by a func
tional barrier, which is a barrier within food contact 
materials or articles preventing the migration of 
substances from behind that barrier into the food. 
Behind a functional barrier, non-authorised substances 
may be used, provided they fulfil certain criteria and 
their migration remains below a given detection limit. 
Taking into account foods for infants and other particu
larly susceptible persons, as well as the difficulties of this 
type of analysis affected by a large analytical tolerance, a 
maximum level of 0,01 mg/kg in food should be estab
lished for the migration of a non-authorised substance 
through a functional barrier. New technologies that 
engineer substances in particle size that exhibit 
chemical and physical properties that significantly differ 
from those at a larger scale, for example, nanoparticles, 
should be assessed on a case-by-case basis as regards 
their risk until more information is known about such 
new technology. Therefore, they should not be covered 
by the functional barrier concept. 

(15) The specific Community measure covering the passive 
part of an active or intelligent material may lay down 
requirements for the inertness of the material, for 
example, an overall migration limit applicable to plastic 
materials. If a releasing active component is incorporated 
into a food contact material covered by a specific 
Community measure, there may be a risk of exceeding 
the overall migration limit due to the release of the active 
substance. As the active function is not an inherent 
feature of the passive material, the amount of released 
active substance should not be calculated in the value of 
overall migration. 

(16) Article 4(5) of Regulation (EC) No 1935/2004 provides 
that active and intelligent materials and articles already 
brought into contact with food are to be adequately 
labelled to allow identification by the consumer of 
non-edible parts. Consistency of such information is
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indispensable in order to avoid confusion at consumer 
level. Therefore, active and intelligent materials and 
articles should be labelled with appropriate words and 
accompanied, where technically possible, by a symbol, 
whenever materials and articles or parts of them are 
perceived as edible. 

(17) Article 16 of Regulation (EC) No 1935/2004 provides 
that materials and articles are to be accompanied by a 
written declaration of compliance attesting that they 
comply with the rules applicable to them. In accordance 
with Article 5(1)(h) and (i) of that Regulation, to 
strengthen the coordination and responsibility of the 
suppliers at each stage of the manufacturing process, 
the responsible persons should document compliance 
with the relevant rules in a declaration of compliance 
which is made available to his customer. In addition, at 
each stage of the manufacturing process, supporting 
documentation, substantiating the declaration of 
compliance, should be kept available for the enforcement 
authorities. 

(18) Article 17(1) of Regulation (EC) No 178/2002 of the 
European Parliament and of the Council ( 1 ) requires 
food business operators to verify that foods satisfy the 
relevant requirements of food law. Article 15(1)(e) of 
Regulation (EC) No 1935/2004 provides that active 
materials and articles, which are not yet in contact 
with food when placed on the market, are to be accom
panied by information on the permitted use or uses and 
other relevant information such as the name and 
maximum quantity of the substances released by the 
active component so as to enable food business 
operators who use these materials and articles to 
comply with any other relevant Community provisions 
or, in their absence, national provisions applicable to 
food, including the provisions on food labelling. To 
this end, subject to the requirement of confidentiality, 
food business operators should be given access to the 
relevant information to enable them to ensure that the 
migration or intentional release from active and intel
ligent materials and articles to food complies with the 
specifications and restrictions laid down in Community 
or national provisions applicable to food. 

(19) Since several active and intelligent materials and articles 
are already on the market in the Member States, 
provisions should be established to ensure that the tran
sition to a Community authorisation procedure is 
smooth and does not disturb the existing market for 
those materials and articles. Sufficient time should be 
allowed for the applicant to make available the infor
mation necessary for the safety assessment of the 
substance or the combination of substances which 
constitutes the component. Therefore, an 18 month 

period should be allowed, during which time the infor
mation on active and intelligent materials and articles 
should be submitted by the applicants. It should also 
be possible to submit applications for authorisation of 
a new substance or of a combination of substances 
during that 18 month period. 

(20) The Authority should evaluate, without delay, all appli
cations for existing as well as new substances which 
constitute the components for which a valid application 
was submitted on time and in accordance with the 
guidelines of the Authority during the initial application 
phase. 

(21) A Community list of authorised substances should be 
drawn up by the Commission after the completion of 
the safety assessment of all substances for which a 
valid application was submitted in accordance with the 
guidelines of the Authority, during the initial 18 month 
period. In order to ensure fair and equal conditions for 
all applicants, this Community list should be drawn up in 
a single step. 

(22) The rules concerning the declaration of compliance and 
the specific labelling rules should only apply six months 
after the date of entry into force of this Regulation to 
give business operators sufficient time to adapt to these 
new rules. 

(23) The measures provided for in this Regulation are in 
accordance with the opinion of the Standing 
Committee on the Food Chain and Animal Health, 

HAS ADOPTED THIS REGULATION: 

CHAPTER I 

GENERAL PROVISIONS 

Article 1 

Subject matter 

This Regulation establishes specific requirements for the 
marketing of active and intelligent materials and articles 
intended to come into contact with food. 

These specific requirements are without prejudice to 
Community or national provisions applicable to the materials 
and articles to which active or intelligent components are added 
or into which they are incorporated. 

Article 2 

Scope 

This Regulation shall apply to active and intelligent materials 
and articles which are placed on the market within the 
Community.
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Article 3 

Definitions 

For the purpose of this Regulation, the following definitions 
shall apply: 

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

(b) ‘intelligent materials and articles’ means materials and 
articles which monitor the condition of packaged food or 
the environment surrounding the food; 

(c) ‘component’ means an individual substance or a combi
nation of individual substances which cause the active 
and/or intelligent function of a material or article, 
including the products of an in situ reaction of those 
substances; it does not include the passive parts, such as 
the material they are added to or incorporated into; 

(d) ‘functional barrier’ means a barrier consisting of one or 
more layers of food contact materials which 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’ are those active 
materials and articles designed to deliberately incorporate 
components that would release substances into or onto 
the packaged food or the environment surrounding the 
food; 

(f) ‘released active substances’ are those substances intended to 
be released from releasing active materials and articles into 
or onto the packaged food or the environment surrounding 
the food and fulfilling a purpose in the food. 

Article 4 

Placing on the market of active and intelligent materials 
and articles 

Active and intelligent materials and articles may only be placed 
on the market if they: 

(a) are suitable and effective for the intended purpose of use; 

(b) comply with the general requirements set out in Article 3 of 
Regulation (EC) No 1935/2004; 

(c) comply with the special requirements set out in Article 4 of 
Regulation (EC) No 1935/2004; 

(d) comply with the labelling requirements set out in 
Article 15(1)(e) of Regulation (EC) No 1935/2004; 

(e) comply with the composition requirements set out in 
Chapter II of this Regulation; 

(f) comply with labelling and declaration requirements set out 
in Chapters III and IV of this Regulation. 

CHAPTER II 

COMPOSITION 

SECTION 1 

Community list of authorised substances 

Article 5 

Community list of substances that may be used 
in active and intelligent components 

1. Only substances which are included in the ‘Community 
list’ of authorised substances (hereinafter referred to as the 
Community list) may be used in components of active and 
intelligent materials and articles. 

2. By way of derogation from paragraph 1, the following 
substances may be used in components of active and intelligent 
materials and articles without being included in the Community 
list: 

(a) released active substances provided that they comply with 
the conditions set out in Article 9; 

(b) substances falling within the scope of Community or 
national provisions applicable to food, which are added to 
or incorporated into active materials and articles by tech
niques such as grafting or immobilisation in order to have a 
technological effect in the food, provided that they comply 
with the conditions set out in Article 9; 

(c) substances used in 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 provided that they comply with the conditions set 
out in Article 10 and that they do not fall within either of 
the following categories: 

(i) substances classified as ‘mutagenic’, ‘carcinogenic’, or 
‘toxic to reproduction’ in accordance with the criteria 
set out in sections 3.5, 3.6 and 3.7 of Annex I to 
Regulation (EC) No 1272/2008 of the European 
Parliament and of the Council ( 1 );
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(ii) substances deliberately engineered to particle size which 
exhibit functional physical and chemical properties that 
significantly differ from those at a larger scale. 

Article 6 

Conditions for inclusion of substances in the Community 
list 

In order to be included in the Community list, substances which 
constitute the components of active and intelligent materials 
and articles must satisfy the requirements of Article 3 and, 
where they apply, Article 4 of Regulation (EC) No 1935/2004 
for the intended condition of use of the active or intelligent 
material or article. 

Article 7 

Content of the Community list 

The Community list shall specify: 

(a) the identity of the substance(s); 

(b) the function of the substance(s); 

(c) the reference number; 

(d) if necessary, the conditions of use of the substance(s) or 
component; 

(e) if necessary, restrictions and/or specifications of use of the 
substance(s); 

(f) if necessary, conditions of use of the material or article to 
which the substance or component is added or into which it 
is incorporated. 

Article 8 

Conditions for the establishment of the Community list 

1. The Community list shall be drawn up on the basis of 
applications made pursuant to Article 9 of Regulation (EC) 
No 1935/2004. 

2. The deadline for submitting applications shall be 18 
months following the date of publication of the guidelines of 
the European Food Safety Authority (the Authority) for the 
safety assessment of substances used in active and intelligent 
materials and articles. 

The Authority shall publish those guidelines at the latest six 
months after the date of publication of this Regulation. 

3. The Commission shall make available to the public a 
register which contains all substances for which a valid appli
cation has been submitted in accordance with paragraph 2. 

4. The Community list shall be adopted by the Commission 
in accordance with the procedure laid down in Articles 10 and 
11 of Regulation (EC) No 1935/2004. 

5. Where the Authority requests supplementary information 
and the applicant fails to provide the additional data within the 
set time limit, the substance shall not be evaluated by the 
Authority for inclusion in the Community list as the application 
cannot be considered a valid application. 

6. The Commission shall adopt the Community list after the 
Authority has delivered its opinion on all substances included in 
the register for which a valid application has been submitted 
pursuant to paragraphs 2 and 5. 

7. For the addition of new substances to the Community list, 
the procedure laid down in Articles 9, 10 and 11 of Regulation 
(EC) No 1935/2004 shall apply. 

SECTION 2 

Conditions of use for substances not to be included in 
the Community list 

Article 9 

Substances referred to in Article 5(2)(a) and (b) 

1. Released active substances, as referred to in Article 5(2)(a) 
of this Regulation and substances added or incorporated by 
techniques such as grafting or immobilisation, as referred to 
in Article 5(2)(b) of this Regulation, shall be used in full 
compliance with the relevant Community and national 
provisions applicable to food, and shall comply with the 
provisions of Regulation (EC) No 1935/2004 and, when 
applicable, its implementing measures. 

2. The amount of a released active substance shall not be 
included in the value of the measured overall migration, in cases 
where an overall migration limit (OML) is established in a 
specific Community measure for the food contact material in 
which the component is incorporated. 

3. Without prejudice to Article 4(1) and (3) of Regulation 
(EC) No 1935/2004, the amount of a released active substance 
may exceed the specific restriction established for that substance 
in a specific Community or national measure on the food 
contact materials in which the component is incorporated 
provided it complies with the Community provisions applicable 
to food, or, where no such provisions exist, with the national 
provisions applicable to food.
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Article 10 

Substances referred to in Article 5(2)(c) 

1. The migration into food of the substances from 
components which are not in direct contact with food or the 
environment surrounding the food, as referred to in 
Article 5(2)(c) of this Regulation, shall not exceed 0,01 mg/kg, 
measured with statistical certainty by a method of analysis in 
accordance with Article 11 of Regulation (EC) No 882/2004 of 
the European Parliament and of the Council ( 1 ). 

2. The limit provided for in paragraph 1 shall always be 
expressed as a concentration in foods. It shall apply to a 
group of substances, if they are structurally and toxicologically 
related, in particular isomers or substances with the same 
relevant functional group, and shall include possible set-off 
transfer. 

CHAPTER III 

LABELLING 

Article 11 

Additional rules on labelling 

1. To allow identification by the consumer of non-edible 
parts, active and intelligent materials and articles or parts 
thereof shall be labelled, whenever they are perceived as edible: 

(a) with the words ‘DO NOT EAT’; and 

(b) always where technically possible, with the symbol 
reproduced in Annex I. 

2. The information required by paragraph 1 shall be 
conspicuous, clearly legible and indelible. It shall be printed in 
characters of a font size of at least 3 mm and comply with the 
requirements set out in Article 15 of Regulation (EC) 
No 1935/2004. 

3. Released active substance shall be considered as ingre
dients within the meaning of Article 6(4)(a) of Directive 
2000/13/EC of the European Parliament and of the 
Council ( 2 ) and shall be subject to the provisions of that 
Directive. 

CHAPTER IV 

DECLARATION OF COMPLIANCE AND DOCUMENTATION 

Article 12 

Declaration of compliance 

1. At the marketing stages other than at the point of sale to 
the final consumer, active and intelligent materials and articles, 
whether or not they are in contact with food, or the 
components intended for the manufacturing of those 

materials and articles or the substances intended for the manu
facturing of those components, shall be accompanied by a 
written declaration in accordance with Article 16 of Regulation 
(EC) No 1935/2004. 

2. The declaration referred to in paragraph 1 shall be issued 
by the business operator and shall contain the information set 
out in Annex II. 

Article 13 

Supporting documentation 

Appropriate documentation to demonstrate that the active and 
intelligent materials and articles and the components intended 
for the manufacturing of those materials and articles comply 
with the requirements of this Regulation shall be made available 
by the business operator to the national competent authorities 
on request. 

That documentation shall contain information on the suitability 
and effectiveness of the active or intelligent material or article, 
the conditions and results of testing or calculations or other 
analysis, and evidence on the safety or the reasoning demon
strating compliance. 

CHAPTER V 

FINAL PROVISIONS 

Article 14 

Entry into force and application 

This Regulation shall enter into force on the 20th day following 
its publication in the Official Journal of the European Union. 

Article 4(e), and Article 5 shall apply from the date of appli
cation of the Community list. Until that date, and without 
prejudice to the requirements set out in Article 4(2) of Regu
lation (EC) No 1935/2004 and Articles 9 and 10 of this Regu
lation, national provisions in force concerning the composition 
of active and intelligent materials and articles shall continue to 
apply. 

Article 4(f), Article 11(1) and (2) and Chapter IV shall apply 
from 19 December 2009. Until that date, and without prejudice 
to the requirements set out in Article 4(5) and (6) of Regulation 
(EC) No 1935/2004 and Article 11(3) of this Regulation, 
national provisions in force concerning the labelling and 
declaration of compliance of active and intelligent materials 
and articles shall continue to apply. 

The placing on the market of active and intelligent materials 
and articles labelled in accordance with Article 4(5) of Regu
lation (EC) No 1935/2004 prior to the date of application of 
Article 11(1) and (2) of this Regulation shall be permitted until 
the exhaustion of stocks.
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Until the date of application of the Community list, released active substances shall be authorised and used 
in accordance with the relevant Community provisions applicable to food, and shall comply with the 
provisions of Regulation (EC) No 1935/2004 and its implementing measures. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 29 May 2009. 

For the Commission 

Androulla VASSILIOU 
Member of the Commission
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ANNEX I 

SYMBOL
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ANNEX II 

DECLARATION OF COMPLIANCE 

The written declaration referred to in Article 12 shall contain the following information: 

1. the identity and address of the business operator which issues the declaration of compliance; 

2. the identity and address of the business operator which manufactures or imports the active and intelligent materials 
and articles, or the components intended for the manufacturing of those materials and articles, or the substances 
intended for the manufacturing of the components; 

3. the identity of the active and intelligent materials and articles or the components intended for the manufacturing of 
those materials and articles, or the substances intended for the manufacturing of the components; 

4. the date of the declaration; 

5. the confirmation that the active or intelligent material or article complies with the relevant requirements laid down in 
this Regulation, Regulation (EC) No 1935/2004, and in specific Community measures applicable; 

6. adequate information relative to the substances which constitute the components, for which restrictions are in place 
under the Community or national provisions applicable to food and this Regulation; where appropriate, specific 
purity criteria in accordance with the relevant Community legislation applicable to food and, the name and quantity 
of the substances released by the active component, to allow the downstream business operators to ensure 
compliance with those restrictions; 

7. adequate information on the suitability and effectiveness of the active or intelligent material or article; 

8. specifications on the use of the component, such as: 

(i) the group or groups of materials and articles in which the component may be added to or incorporated into; 

(ii) the conditions of use necessary to achieving the intended effect; 

9. specifications on the use of the material or article, such as: 

(i) the type or types of food intended to be put in contact with it; 

(ii) the time and temperature of treatment and storage in contact with the food; 

(iii) the ratio of food contact surface area to volume used to establish the compliance of the material or article; 

10. when a functional barrier is used, the confirmation that the active or intelligent material or article complies with 
Article 10 of this Regulation. 

The written declaration shall permit an easy identification of the active and intelligent materials and articles or the 
component or the substance for which it is issued and shall be renewed when substantial changes in the production bring 
about changes in the migration or when new scientific data are available.
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