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Title: The Proposed Materials And Articles In Contact With Food (Scotland) Amendment Regulations 2019
Consultation Summary Page
	Date consultation launched:
	Closing date for responses:

	15 October 2018
	26 November 2018


	Who will this consultation be of most interest to?

Businesses that manufacture, import, wholesale and/or retail plastic; recycled plastic materials and articles intended to come into contact with food; and varnishes and coatings.  Local authority Enforcement Officers; consumers and other interested stakeholders who may have an interest in the policy and legislation on food contact materials.


	What is the subject of this consultation?

The proposed Materials and Articles in Contact with Food (Scotland) Amendment Regulations 2019 will provide for the execution and enforcement, in Scotland of;
· Commission Regulation (EC) No. 282/2008 on recycled plastic materials intended to come into contact with food (“the recycling Regulation”);
· Commission Regulation (EU) No. 2016/1416 (“the revised Plastics Regulation”) amending Commission Regulation (EU) No. 10/2011 (“the Plastics Regulation”) on plastic materials and articles intended to come into contact with food;
·  Commission Regulation (EU) No. 2018/213 on the use of bisphenol A (BPA) in varnishes and coatings intended to come into contact with food  and in plastic food contact materials (“the BPA Regulation”).


	What is the purpose of this consultation?

To seek comments from industry, enforcement authorities, consumers and other interested stakeholders on the proposed Materials and Articles in Contact with Food (Scotland) Amendment Regulations 2019, and on the associated partial Business and Regulatory Impact Assessment.


	Responses to this consultation should be sent to:

	Name: Stewart Herd
Branch: Regulatory Policy
Food Standards Scotland
Tel: 01224 285154   
E-mail address: Stewart.Herd@fss.scot

	Postal address: 
Food Standards Scotland

Fourth Floor
Pilgrim House

Old Ford Road

Aberdeen

AB11 5RL  


	Is a Partial Business & Regulatory Impact Assessment (BRIA) included with this consultation?

	Yes
 FORMCHECKBOX 

	No
 FORMCHECKBOX 
 See Annex A for reason.


The Proposed Materials And Articles In Contact With Food (Scotland) Amendment Regulations 2019
DETAIL OF CONSULTATION
Food Standards Scotland (FSS) would welcome your comments on the draft Materials and Articles in Contact with Food (Scotland) Amendment Regulations 2019 (see Annex B) and the draft partial Business and Regulatory Impact Assessment (BRIA – see Annex C).
Introduction
The purpose of the draft Scottish Statutory Instrument is to enable the enforcement of and, where appropriate, provide penalties for non-compliance with the requirements of:
· Regulation 2018/213 in relation to the use of bisphenol A (BPA) in varnishes and coatings that are in contact with food and in plastic food contact materials;
·  Regulation 10/2011 on plastic materials and articles intended to come into contact with food as recently amended by Commission Implementing Regulation (EU) 2016/1416;
· Regulation 282/2008 on recycled plastic materials intended to come into contact with foods.
The proposed regulations will amend the existing Materials and Articles in Contact with Food (Scotland) Regulations 2012.
Until any negotiated departure from the European Union (EU), EU law continues to apply in the UK and we are required to ensure that we have an appropriate enforcement framework in place for these directly applicable EU requirements; failure to do so would carry the risk of infraction proceedings being brought against  the UK. This approach provides reassurance for consumers that materials and articles in contact with food are safe to use.
Proposals
The options being considered are: 
Option 1 – Do nothing. This means that the three directly applicable European Regulations could not be enforced in Scotland. Not providing for the enforcement of these three Regulations would constitute a failure to comply with EU obligations and may lead to the UK being liable to infraction proceedings and consequent fines. Scotland would be required to pay a percentage of any UK fine if the infraction related to a devolved matter.
Option 2 – Introduce legislation to provide enforcement provisions in Scotland for the three Regulations. 
	Key proposals: 
· Provide for the enforcement of Regulation (EU) 2018/213 in relation to the use  of bisphenol A (BPA) in varnishes and coatings that are in contact with food and in plastic food contact materials; 

· Provide enforcement provisions for Regulation (EU) 10/2011 as recently amended by Commission Implementing Regulation (EU) 2016/1416;
· Provide enforcement provisions for businesses specifically authorised in line with Regulation (EU) 282/2008 on recycled plastic materials intended to come into contact with foods.


This is the preferred option.

Background
Background to the three new EU Regulations
Regulation (EC) No. 1935/2004
 of the European Parliament and of the Council (“the Framework Regulation”) lays down the general safety rules for all materials and articles intended to come into contact with food. Article 5(1) of the Framework Regulation allows for special measures for groups of materials and articles. 
The Recycling Regulation
Commission Regulation (EC) No 282/2008 (“the Recycling Regulation”) establishes the specific rules for food contact recycled plastic materials and articles and was published in the Official Journal of the European Union on 28 March 2008
. It came into force on 17 April 2008 and is directly applicable throughout the EU. Food contact materials made from recycled plastics can only be placed on the market if they are manufactured from plastic, obtained from an authorised  recycling process. Under Article 5 of the recycling regulations, the European Food Safety Authority (EFSA) is responsible for carrying out a safety assessment and publishing an Opinion on each of the recycling processes. This is to determine whether a process reduces potential contamination to a level which will not pose a health risk.

The European Commission (“The Commission”) will make a risk management decision to grant or refuse authorisation for individual recycling processes and publish Decisions on each EFSA Opinion. This will contain a set of criteria and the critical steps associated with the recycling process which will need  to be adhered to by the recycler. Authorised processes must be managed by a quality assurance system that guarantees the reproducible quality of the recycled plastics. Until the Commission publishes Authorisation Decisions, the provisions given in in Article 3, (requirements for plastic materials and articles) 9 (Community register of authorised recycling processes),10 (official control of recycling plants),  and 12 (Declaration of Compliance and record keeping) of the Recycling Regulation do not apply. The adoption of these Decisions are expected to be published around the end of 2018.
 Trade in, and use of, recycled plastic from a recycling process already in place on the date of entry into force of the Recycling Regulation, for which authorisation is refused, or no application was submitted in accordance with Article 13, shall be permitted until six months after the date of adoption of the Decisions. Trade in and use of recycled plastic materials and articles containing recycled plastic from a recycling process already in place on the date of entry into force of the Recycling Regulation, for which authorisation is refused or no valid application has been submitted in accordance with Article 13, shall be permitted until exhaustion of stocks.

To ensure that recycling processes, once authorised, are being operated in accordance with the relevant Commission Decision under Article 10, Member State competent authorities are required to undertake official controls in the form of audits. The FSS, working with UK Food Standards Agency colleagues,  is preparing to implement the requirements of Article 10, the aim being to ensure that for each audit there is the minimum of administrative and economic burdens placed upon industry and the authorities.

The revised Plastics Regulation
Commission Regulation (EU) No 10/2011
 (“the Plastics Regulation”) establishes the specific rules for plastic materials and articles. It is regularly amended to improve clarity and to keep up with advances in technology. New substances may also be added to authorise use in the manufacture of food contact plastics. The EFSA evaluates new and re-evaluates existing substances for risks to public health arising from the migration of chemicals from food contact plastics into food. 

Commission Regulation (EU) No 2016/1416 (“the revised Plastics Regulation”) was published in the Official Journal of the European Union on 25 August 2016
. It came into force on 14 September 2016, and is directly applicable throughout the EU. Materials and articles compliant prior to 14 September 2016 were subject to a one-year transitional period. Migration limits for aluminium and zinc, in point 2(a), and the assignments of food simulants in point 3(c) of the Annex, applied from 14 September 2018.

The revised Plastics Regulation amends Articles 3, 6, 11, 13, 17 and 18 of the Plastics Regulation. It redefines ‘fatty foods’ and assigns a food simulant category for peeled fresh fruit and vegetables for migration testing of plastics not yet in contact with food.

The revised Plastics Regulation removes the generic specific migration limit, an unnecessarily burdensome testing requirement for approximately 400 substances used in plastic food contact materials for which migration limits have not been specified. 

The Authorised  Union list is amended to include new substances and change entries for existing ones following risk assessments by the EFSA. The revised Plastics Regulation amends Annexes I, II, III, IV and V for certain substances on the basis of new information becoming available. 

Please note that, additionally, our draft amending Regulations clarify that the competent authorities for the purposes of Articles 8 (the composition of the substances used in the manufacture of plastic layers  in plastic materials and articles …shall be made available to the competent authorities on request) and 16 (1) (appropriate documentation to demonstrate that the materials and articles….. comply with the requirements of this Regulation shall be made available to the competent authorities on request) of Regulation 10/2011 are each food authority in its area and FSS. Currently the Regulations only have FSS  as the competent authority regarding the documentation to demonstrate compliance.
The BPA Regulation 

Bisphenol A (BPA) is used in the manufacture of certain materials and articles intended to come into contact with food, including polycarbonate, a hard, clear plastic, which is used in many consumer products and epoxy resins, which act as a protective lining on the inside of some metal-based food and beverage cans.

BPA can migrate into food from the material or article with which it is in contact, resulting in exposure to BPA  for consumers of those foods. Some studies suggest that BPA has a range of different possible side effects, including endocrine disrupting properties which are relevant to humans. Endocrine disruptors are chemicals that can interfere with endocrine (or hormone) systems at certain doses.
In accordance with Article 6 of the Framework Regulation, some Member States have adopted national provisions in those areas for which specific measures have not been established at European level. Due to these divergent rules the Commission felt  it necessary to introduce specific measures on the use of BPA in varnishes and coatings. The BPA Regulation also amends the Plastics Regulation, reducing the existing Specific Migration Limit for BPA so it is in line with the BPA Regulation.
BPA in varnishes and coatings

On the basis of EFSA advice, Commission Regulation (EU) 2018/213
  has been adopted to set limits for the amount of BPA that may be released from varnishes and coatings used in food contact materials into the food with which they are in contact. The Regulation has been in force since March 6, 2018 and was directly applicable  from 6th March to allow businesses to make the changes. As of the Regulation’s application on 6 September 2018, no more than 0.05mg of BPA may be released from varnishes and coatings per kilogram of food with which they are in contact The Regulation further provides that , as a derogation from the above, from 6 September 2018, no migration of BPA shall be permitted from varnishes or coatings applied to materials and articles specifically intended to come into contact with either infant formula, follow-on formula, processed cereal-based food, baby food, food for special medical purposes developed to satisfy the nutritional requirements of infants and young children, or milk-based drinks or similar products specifically intended for young children.

The BPA regulation requires that varnished or coated materials and articles containing BPA should be accompanied with a Declaration of Compliance (DoC), which should be renewed (at present businesses are still required to demonstrate compliance with Regulation 1935/2004) to reflect any changes in the migration levels from the varnish or coating that has been applied to materials and articles. A DoC is a document that provides assurance to customers that the material or article complies with the legislation.
Varnished or coated materials that were lawfully placed on the market before 6 September 2018 will be permitted to remain on the market until stocks are exhausted.

The proposed 2019 Regulations will amend the 2012 Regulations to provide for the enforcement of the requirements of Commission Regulation (EU) 2018/213 in relation to BPA in varnishes and coatings.  

BPA in plastic food contact materials

Currently, Regulation (EU) No 10/2011 sets out specific requirements for the manufacture and marketing of plastic materials and articles that come into contact with food, including in relation to the use of BPA. 

As of 6 September 2018, Regulation (EU) No. 2018/213 amended Regulation 10/2011 in relation to BPA use in plastic food contact materials. On the basis of EFSA advice, the BPA migration limit is lowered to 0.05mg per kg of food.

The amendments also provide that, in addition to the existing prohibition on the use of BPA  in the manufacture of polycarbonate infant feeding bottles, the use of BPA will not be permitted in the manufacture of spill-proof polycarbonate drinking cups or bottles which are intended for infants and young children

Plastic food contact materials that are lawfully placed on the market before 6 September 2018 will be permitted to remain on the market until stocks are exhausted.

The 2012 Regulations need not be amended to provide for the enforcement of these  amendments as they will be captured by existing provisions given in those Regulations.

The proposed 2019 Regulations will therefore only provide for the enforcement of the transitional provision to ensure that businesses will be permitted to continue marketing plastic food contact materials lawfully placed on the market before 6 September 2018.
Impact on Business and Enforcement Authorities. 
As highlighted in the partial BRIA , there will be one-off familiarisation costs for businesses associated with the proposed Regulations and the three European Regulations. There may also be some additional costs associated with testing the new migration limits for aluminium and zinc, revised simulant testing, and/or to demonstrate compliance with the migration limits for BPA from coatings and varnishes.

Other than the familiarisation costs mentioned in the Partial BRIA, additional burden on enforcement authorities is likely to be minimal, if not negligible.

Consultation Process

Numerous consultations on harmonising legislation on food contact materials have been carried out/conducted since 2002. Key stakeholders have been kept in touch with developments on the Recycling Regulation and the BPA Regulation and an interested parties letter was sent to all stakeholders on 28 February to advise them about the requirements of the new BPA Regulation. 
A shortened 6 week consultation is being held to provide stakeholders and interested parties with the opportunity to comment on this proposed legislation and its associated impacts. To avoid making multiple amendments to Scottish legislation, FSS has decided to group together the execution and enforcement of all three European Regulations here relating to materials and articles in contact with food. However, overall progress has been delayed due to on-going work by the European Commission concerning Regulation 282/2008 on drafting decisions on individual processes for recycling plastics taking longer than anticipated. As the other two European Regulations already apply we are using a shortened consultation period to help introduce all enforcement provisions as soon as possible.  Similar regulations will apply in England, Wales and Northern Ireland and have been or will be subject to public consultation by the Food Standards Agency.
We are particularly keen to hear from Small and Medium Enterprises on any likely impact and would encourage them to comment on all aspects of this proposal.
Following the consultation, we will review the responses received and consider whether any changes are required to the proposed national legislation.
We particularly welcome responses and general feedback to the following questions. For each question please explain your response and provide evidence (where possible) to support your views.
	Questions asked in this consultation (see BRIA):. 
1. FSS is considering approaches on auditing of the authorised recycling processes and would welcome stakeholder feedback on this issue.  
2. We welcome stakeholders’ comments on whether the new migration limit for aluminium from plastics; the lower migration limit for zinc from plastics; and simulant testing for unpeeled fruit and vegetables, is likely to lead to significant costs and whether any other costs are expected as a result of the EU Regulation.
3. We invite stakeholders to comment on our assessment that there may be costs associated with testing to demonstrate compliance with the new migration limits for BPA from coatings and varnishes. 
4. We invite stakeholders to comment on whether we have adequately captured the nature of the Scottish market or not. If not, please provide us with an approximation of the number of firms affected and their size in terms of number of employees.
5. We welcome stakeholders’ comments on our assessment that there may be benefits to industry for using new substances in the manufacture of plastic materials and articles, and benefits from the removal of the Generic Specific Migration Limit.
6. We welcome stakeholders’ comments on whether our estimates of familiarisation costs to industry (outlined in Tables 4, 5, and 6 of the Business and Regulatory Impact Assessment) and our assumption that it will take businesses up to one hour to familiarise themselves with the requirements of the EU Regulations (plus half an hour for the Recycled Plastics requirements where pertinent) and one hour to disseminate to other members of staff (two or two-and-a-half hours in total) is reasonable.
7. We invite stakeholders’ comments on whether our estimates of  familiarisation costs to enforcement bodies and official control laboratories  and our associated assumptions outlined in Table 7 and its accompanying text are reasonable.
8. We invite stakeholders’ comments on whether or not you agree with our assumption that there will be a medium impact on small or microbusinesses as a result of this legislation. 
9. We welcome stakeholders’ comments on any other impacts as a result of the EU Regulations and proposed national Regulations.
If you believe that any of the costs and benefits discussed above have not been accurately captured please provide us with evidence to support your view.




Responses
This is a shortened 6 week consultation and therefore responses are required by close 26 November 2018. Please let us know if the shortened consultation causes difficulties for those who wish to comment.
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). If you are replying by post then please note our updated address details below.

We will summarise all comments received and the official response to each will be published on the FSS website within three months following the end of the consultation period.
Thank you on behalf of Food Standards Scotland for participating in this public consultation.

Yours sincerely,

Stewart Herd
Regulatory Policy Branch 

Food Standards Scotland

Enclosed

Annex A: Standard Consultation Information
Annex B:  The draft Materials and Articles In Contact With Food (Scotland) Amendment Regulations 2019
Annex C: The draft Partial Business & Regulatory Impact Assessment 
Annex D: List of interested parties
Annex E: Consultation Feedback Questionnaire [hard copy version only
Annex F: Data Protection Form [hard copy version only]

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. 

GDPR, Publication of personal data and confidentiality of responses 

2. The European General Data Protection Regulation (GDPR) replaces the Data Protection Directive 95/46/EC and was developed to harmonize data privacy laws across Europe. In accordance with the GDPR, we are required to provide a privacy notice in relation to this public consultation. Food Standards Scotland will be known as the “Controller” of the personal data provided to us. We need to collect this information to allow us to effectively carry out our official duties of policy development and for the purposes of record keeping. In responding to this consultation, you have consented to provide this information to us but are able to withdraw your consent at any time by getting in touch with us.
3. Personal information is stored on servers within the European Union and cloud based services have been procured and assessed against the national cyber security centre cloud security principles. Personal information will not be used for any purpose other than in relation to consultations. Personal information will be stored for as long as necessary to carry out the above functions and for five years from receipt in accordance with our retention policy. No third parties have access to your personal data unless the law allows them to do so.
4. You have a right to see the information we hold on you by making a request in writing to the email address below. If at any point you believe the information we process on you is incorrect you can request to have it corrected. If you wish to raise a complaint on how we have handled your personal data, you can contact our Data Protection Officer who will investigate the matter. If you are not satisfied with our response or believe we are processing your personal data not in accordance with the law you can complain to the Information Commissioner’s Office (ICO). Our Data Protection Officer in the FSS is the Head of Corporate Services who can be contacted at the following email address: dataprotection@fss.scot 
5.  In accordance with the principle of openness, our office in Pilgrim House in Aberdeen will hold a copy of the completed consultation as per our retention policy. FSS will not publish anything without your consent. If you have any queries please email:  dataprotection@fss.scot.  or return by post to the address given on page 1. 
6. In accordance with the provisions of Freedom of Information Act (Scotland) 2002/Environmental Information (Scotland) 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 FSS. However, we will take into account your views when making this decision.  
7. 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

8. 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. 

9. Please contact us for alternative versions of the consultation documents in Braille or other languages.
10. Please let us know if you need paper copies of the consultation documents or of anything specified under ‘Other relevant documents’.
11. This consultation has been prepared taking account of the Consultation Criteria.
12. The Consultation Criteria from that Code should be included in each consultation and they are listed below:
The Seven Consultation Criteria

Criterion 1 — When to consult

Formal consultation should take place at a stage when there is scope to influence the policy outcome.

Criterion 2 — Duration of consultation exercises

Consultations should normally last for at least 12 weeks with consideration given to longer timescales where feasible and sensible.

Criterion 3 — Clarity of scope and impact

Consultation documents should be clear about the consultation process, what is being proposed, the scope to influence and the expected costs and benefits of the proposals.

Criterion 4 — Accessibility of consultation exercises

Consultation exercises should be designed to be accessible to, and clearly targeted at, those people the exercise is intended to reach.

Criterion 5 — The burden of consultation

Keeping the burden of consultation to a minimum is essential if consultations are

to be effective and if consultees’ buy-in to the process is to be obtained.

Criterion 6 — Responsiveness of consultation exercises

Consultation responses should be analysed carefully and clear feedback should be provided to participants following the consultation.

Criterion 7 — Capacity to consult

Officials running consultations should seek guidance in how to run an effective consultation exercise and share what they have learned from the experience.

13. Criterion 2 states that Consultations should normally last for at least 12 weeks with consideration given to longer timescales where feasible and sensible.  This consultation is not being held for a full 12 weeks. To avoid making multiple amendments to Scottish legislation, FSS has decided to group together the execution and enforcement of all three European Regulations here relating to materials and articles in contact with food. However, overall progress has been delayed due to on-going work by the European Commission concerning Regulation 282/2008 on drafting decisions on individual processes for recycling plastics taking longer than anticipated. As the other two European Regulations will now be in force before these proposed national regulations, we are using a shortened consultation period to help to get all three enforced as soon as possible.  
14. The Code of Practice states that an Impact Assessment should normally be published alongside a formal consultation. Please see the partial Business & Regulatory Impact Assessment at Annex C. 
Comments on the consultation process itself

15. 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 sending an email to openness@fss.scot or return by post to the address given on page 1. 

� OJ Ref L338, 13.11.2004, pg. 4-17 Available to download from the Eur-Lex website.


� OJ Ref L86, 20.03.2008, pg. 9-18 Available to download from the Eur-Lex website.


� OJ Ref L12, 15.01.2011, pg. 1-89 Available to download from the Eur-Lex website.


� OJ Ref L230, 25.8.2016, pg. 22-42 Available to download from the Eur-Lex website.


� OJ Ref L41, 14.02.2018, pg. 6 Available to download from the Eur-Lex website.





	
	If you would prefer to receive future FSS consultations by e-mail, 

or if you no longer wish to receive information on this subject please notify the named person in this consultation.


	


2

[image: image2.png]Food
Standards
Scotiand

For safe food and
healthy eating



