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Publication of FSS consultation on proposed changes to domestic (Scotland only) law in relation to EU Directives on animal feed, food contact material and extraction solvents.
Consultation Summary Page
	Date consultation launched: 
	Closing date for responses:

	12 September 2022
	10 October 2022


	Who will this consultation be of most interest to?
This consultation will be of most interest to:
· Food, food packaging and feed manufacturers, importers/exporters and retailers 

· Trade bodies representing stakeholders on animal feed, food contact materials and extraction solvents.
· Trade unions representing stakeholders in the farming industry 

· Organisations representing consumer interests in the feed and food-chains 

· Enforcement Authorities 
A list of interested parties is included in Annex A.


	Consultation subject 
This consultation is to seek stakeholders’ views, comments and feedback in relation to FSS’ proposals to correct deficiencies in domestic legislation relating to animal feed, food contact materials and extraction solvents. This is  to ensure legislation operates effectively following the UK’s exit from the European Union (EU).

Currently, the relevant domestic legislation for animal feed, food contact materials and extraction solvents contains deficiencies that need to be resolved following the UK exit from the EU. The legislation cross-refers to Annexes and specific Articles of associated EU Directives. To ensure clean and operable legislation, miscellaneous references to the EU Directives and associated Annexes must also be removed from domestic legislation and the detailed requirements fully transposed instead. The deficiencies need to be addressed using the European Union (Withdrawal) Act 2018 (EUWA) powers. 

These powers will no longer be available after 31 December 2022, therefore the revised domestic legislation should be established before the powers expire. 

Purpose of the consultation
The purpose of this consultation is to seek stakeholder’s views, comments and feedback in relation to the proposals to incorporate requirements in EU Directives, into domestic law on animal feed, food contact materials and extraction solvents. 

We ask stakeholders to consider if any relevant changes have been missed, or if they are content with the proposed changes.

This consultation covers changes to the Scottish Statutory Instrument only. Similar changes are being made to England and Wales domestic legislation.



	Responses to this consultation

	If you wish to comment on the applications in this consultation, all responses should be submitted through the Citizen Space entry, where the questions can be answered and other feedback given.
	Contact details
Lynda McKnight
Food & Feed Safety and Hygiene
Food Standards Scotland
07776 544191

Lynda.McKnight@fss.scot
	Postal address

Food Standards Scotland

Fourth Floor

Pilgrim House

Old Ford Road

Aberdeen

AB11 5RL


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

	No
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Consultation on proposed changes to domestic (Scotland only) law in relation to EU Directives on animal feed, food contact material and extraction solvents.

Details of Consultation
Separate sections are set out for the changes to the Animal Feed, Food Contact Materials and Extraction Solvent legislation.
Animal Feed 

Introduction 

Animal feed legislation in Scotland makes cross references to the Annexes in Directive 2002/32/EC and Directive 82/475/EEC. The Annexes within these Directives have not been amended by the EU and remain as they were on exit day (31 December 2020 23:00) and amendments to these versions cannot be made as Directives were not retained in UK law.  

Directive 2002/32/EC on undesirable substances in animal feed
Products intended for animal feed may contain undesirable substances which can endanger animal health or, because of their presence in livestock products, human health or the environment. It is impossible to eliminate fully the presence of undesirable substances but it is important that their content in products intended for animal feed should be reduced in order to prevent undesirable and harmful effects.

Undesirable substances may be present in products intended for animal feed only in accordance with the conditions laid down in the Animal Feed (Scotland) Regulations 2010 (“the 2010 Regulations”) Part 4, regulation 8 and 9, by cross-reference to Directive 2002/32/EC; and these substances may not be used in any other way for the purposes of animal feed. Annex 1 of the Directive sets out the maximum levels of undesirable substances and Annex 2 sets out the actions thresholds triggering investigations into the source of undesirable substances when they are found to exceed the maximum levels. Products intended for animal feed must be sound, genuine and of merchantable quality and therefore when correctly used must not represent any danger to human health, animal health or to the environment or adversely affect livestock production. Using or putting into circulation products intended for animal feed which contain levels of undesirable substances that exceed the maximum levels laid down in Annex 1 of this Directive is prohibited.

Directive 82/475/EEC, categories of feed materials which may be used for the purposes of labelling compound feeding stuffs for pet animals
The 2010 Regulations (Part 2, regulation 4) make provision for the enforcement of retained Regulation (EC) No 767/2009 on the placing on the market and use of feed and set out the requirements for the marketing, labelling and composition of animal feeding stuffs and includes provisions intended to safeguard both animal and human health. Art 17 within Regulation 767/2009 provides specific mandatory labelling requirements for compound feed and  require feed materials of which the feed is composed to be listed on the label. Art 17 (2) (c) also provides, in the case of compound feed intended for non-food producing animals, the indication of the specific name of the feed material may be replaced by the name of the category to which the feed materials belong. These provisions are also enforced within regulation 4 (2) of the 2010 Regulations and ensure that only the categories listed in the Annex to Directive 82/475/EEC. may be indicated for the purposes of Regulation (EC) No 767/2009.
Main proposals
1. Transpose Annex I and II of Directive 2002/32, on the maximum levels of undesirable substances and the table of action thresholds triggering investigations in the Animal Feed (Scotland) Regulations 2010, No 373.   
2. To allow amendments to the lists of undesirable substances prescribed in Directive 2002/32/EC, and to adapt them to scientific and technical developments, we propose incorporating these lists into the Animal Feed (Scotland) Regulations 2010, the retaining of controls set out in the Directive, and the adjustment of cross references from this legislation to the Directive. Once these Annexes are contained as schedules within the Animal Feed (Scotland) Regulations 2010, any future amendments can be made using the powers in section 74A (1) of the Agriculture Act 1970. 
3. Transpose the Annex of categories of feed materials which may be used for the purposes of labelling compound feedstuffs for pet animals in Directive 82/475, in the Animal Feed (Scotland) Regulations 2010, No 373.

4. To allow the future modification of the category list in Directive 82/475/EEC we propose incorporating the list into the Animal Feed (Scotland) Regulations 2010 and the adjustment of cross-references from this legislation to the Directive.
Food Contact Materials
Introduction
Regenerated cellulose film (RCF) is thin sheet material obtained from a refined cellulose derived from unrecycled wood or cotton. RCF may be coated on one or both sides. There are specific requirements that need to be adhered to when manufacturing RCF that is intended to be brought into contact with foodstuffs. These requirements are set out in European Council Directive 2007/42/EC. These requirements were previously implemented into national legislation, the Materials and Articles in Contact with Food (Scotland) Regulations 2012. Following the UK exit from the EU, it has been observed that the full list of authorised substances in Annex II (list of substances authorised in the manufacture of regenerated cellulose film) of Council Directive 2007/42/EC should be fully set out within Materials and Articles in Contact with Food (Scotland) Regulations 2012 for ease of reference and to allow for the list to be amended as and when needed.
Under the Materials and Articles in Contact with Food (Scotland) Regulations 2012, it is proposed to incorporate the full list of authorised substances in Annex II (list of substances authorised in the manufacture of regenerated cellulose film) of Council Directive 2007/42/EC relating to materials and articles made of RCF intended to come into contact with foodstuffs. This includes the first part for uncoated RCF, which concerns permitted additives under the headings of softeners and other additives (consisting of first class, second class, third class – anchoring agent and fourth class). The second part for coated RCF consists of permitted additives and coatings (consisting of polymers, resins, plasticisers, other additives and solvents). 
This will provide clarity to business operators that these substances are permitted for use in coated or uncoated RCF intended to come into contact with foodstuffs, subject to any specific individual restrictions. Including this list of authorised substances within the national regulations will also enable amendments and additions to the retained list given that we will assess new substances for authorisation under the Regulated Product Approvals Procedure. It will also be possible to assess existing authorised substances should new evidence relating to their safety be brought to the attention of FSS. 
Main proposals
1. To provide for the transposition of Annex II of Council Directive 2007/42/EC as it stood on at 11:00 pm on 31 December 2020 into domestic Scottish law, namely The Materials and Articles in Contact with Food (Scotland) Regulations 2012 . Future amendments to the transposed Annex will be made using the existing powers under the Food Safety Act 1990.
2. To remove cross-references to Council Directive 2007/42/EC, including to its Annexes, within the Materials and Articles in Contact with Food (Scotland) Regulations 2012 .
Extraction Solvents
Introduction
Extraction solvents are solvents used in the processing of raw materials or food ingredients to either extract desirable components (e.g., flavouring compounds from plants) or to remove or reduce the level of certain substances in food (e.g., decaffeination of coffee or removal of fats from soya products). Whilst extraction solvents are removed during the production process, technically unavoidable residues of the solvent may remain in the food. To ensure that the amount of extraction solvent in the food or food ingredient is as low as possible, maximum residue limits (MRLs) are set. If the extraction solvent is a food itself, e.g. ethanol, then no numerical limits are set but their use must be in line with Good Manufacturing Practice. In general, extraction solvents are not sold direct to the final consumer but are traded between businesses.
At present, controls on the use of extraction solvents are covered by The Food Additives, Flavourings, Enzymes and extraction Solvents (Scotland) Regulations 2013 (“the 2013 Regulations”) which cross-refer to Directive 2009/32/EC on extraction solvents used in the production of foodstuffs and food ingredients (“the Directive”). The 2013 Regulations ensure compliance with certain requirements, such as labelling, and prevent anyone from using or placing on the market an unpermitted extraction solvent. They set out the enforcement provisions and penalties for businesses not complying with the legal requirements. 
The Directive sets out at Annex I permitted extraction solvents, their usage levels and maximum residue levels. Article 3(c) of the Directive serves as a place holder to allow future amendments to be made to purity criteria. The 2013 Regulations  contain cross-references to the Directive and to Annex I and Article 3(c) of the Directive. This meant that the 2013 Regulations always referred to the most current version of Annex I. This removed the need to update the 2013 Regulations when changes were made to Annex I. Whilst these cross-references provided a practical work around whilst the UK was an EU Member State, we must now ensure that all of these cross-references are removed, and the 2013 Regulation is fully operational as a stand-alone piece of national legislation. 
Main proposals
1. To set out the list of permitted extraction solvents in its entirety in the Food Additives, Flavourings, Enzymes and Extraction Solvents (Scotland) Regulations 2013, removing the cross-references to Annex I to the Directive.
2. To remove all other cross-references in the 2013 Regulations to the Directive which are no longer appropriate or which contain deficiencies as a result of EU exit, for example the reference to Article 3(c) of the Directive.

Similar proposals are being considered in England and Wales. The FSA in England and Wales have carried out their own separate consultations on this subject. 
Impacts
As these are technical changes that do not affect the substance of the current requirements under legislation, we expect no major impacts on businesses. However, as the legislation is changing, there will be familiarisation costs for enforcement authorities and businesses, although this is anticipated to be minimal.
A formal Business and Regulatory Impact Assessment (BRIA) has not, therefore, been produced for these minor regulatory amendments. If, however, the consultation should bring to light any impact on enforcement bodies or industry which has not been anticipated, we will reassess the need for a BRIA.

Groups Affected
The proposals are designed to ensure existing legislation is fit for purpose in future.  This consultation aims to identify if this approach would help to provide greater clarity for stakeholders, without causing unnecessary disruption. 
Animal Feed 
The main affected stakeholders are Scottish feed business operators and feed authorities.
Food Contact Materials
The main affected stakeholders are Scottish businesses who either sell substances for the production of food contact regenerated cellulose films to other businesses or use them in the manufacture of such food contact materials. Scottish Local Authorities responsible for food standards will also be affected, although the impact on them will be minimal as local authorities do not play a role in the authorisation process itself.  
Extraction Solvents
The main affected stakeholders are Scottish businesses who either sell extraction solvents to other businesses or use them in the manufacture of food products. Scottish Local Authorities responsible for food standards will also be affected, although the impact on them will be minimal as local authorities do not play a role in the authorisation process itself. 
Cost & Benefits
FSS does not anticipate any significant impact from the proposals although there may be minimal one-off familiarisation costs once the respective legislative changes are made to The Animal Feed (Scotland) Regulations 2010, Materials and Articles in Contact with Food (Scotland) Regulations 2012, and The Food Additives, Flavourings, Enzymes and Extraction Solvents (Scotland) Regulations 2013.
Engagement & Consultation Process
This consultation is to provide interested parties with the opportunity to give their comments and opinions on the proposals explained above. All responses received will help to inform the approach that may be taken to facilitate the regulation of animal feed, food contact materials and extraction solvents, in Scotland.
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.
Stakeholders are invited to consider the questions posed below in relation to any relevant provisions of retained EU law and other legitimate factors.
Following the consultation process responses will be published and made available to stakeholders and Scottish Ministers.
	Animal Feed 

Questions asked in this consultation:

1. Do you agree that incorporating the Annexes of Directive 82/475/EEC into domestic legislation would provide ease of reference for enforcement authorities, industry and the public? If not, please explain why.
2. Do you agree that incorporating the Annexes of Directive 2002/32/EC into national legislation would provide ease of reference for enforcement authorities, industry and the public? If not, please explain why. 

3. Are you aware of any impacts of the proposed measures that have not been identified in this consultation?

4. Do you agree that the familiarisation cost would be minimal? If not, please explain why.  

5. Are there any other changes that would help to provide greater clarity on regulating the presence of undesirable substances in animal feed?  If yes, please explain what these are, and what benefits they might provide.  

6. Are there any other changes that would help to provide greater clarity on regulating the use of category labelling on pet food?  If yes, please explain what these are, and what benefits they might provide.  

Food contact materials

1. Do you agree that a full incorporation of Annex II of Council Directive 2007/42/EC into national legislation would provide ease of reference for enforcement authorities, industry and the public? If not, please explain why. 
2. Are you aware of any impacts of the proposed measures that have not been identified in this consultation?
3. Do you agree that  the familiarisation cost would be minimal? If not, please explain why.  
4. Are there any other changes that would help to provide greater clarity on regulating the use of substances for the production of food contact regenerated cellulose films?  If yes, please explain what these are, and what benefits they might provide.  
Extraction Solvents

1. Do you agree that a full incorporation of Annex I of Directive 2009/32/EC into domestic legislation would provide ease of reference for enforcement authorities, industry and the public? If not, please explain why.

2. Are you aware of any impacts of the proposed measures that have not been identified in this consultation?
3. Do you agree that the familiarisation cost would be minimal? If not, please explain why. 
4. Are there any other changes that would help to provide greater clarity on regulating the use of extraction solvents?  If yes, please explain what these are, and what benefits they might provide. 


Responses
Responses are required by close 10 of October 2022. Please state, in your response, via the questionnaire: 

· Whether you are responding as a private individual or on behalf of an organisation/company (including details of any stakeholders your organisation represents) 

· Which application(s)/product(s) you are commenting on.
· If you give FSS permission to quote your name or organisation in the publication of the results.
All responses to this consultation will be published by Food Standards Scotland within 3 months of the consultation closing. 

All responses should be sent through the Citizen Space entry for this consultation. 

Reponses will be shared with the FSA, and Ministers.

Further information
If you require a more accessible format of this document, such as in Braille or in another language, please send details to the named contact for responses to this consultation and your request will be considered. Please let us know if you need paper copies of the consultation documents.
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. 

This consultation has been prepared taking account of the Consultation Criteria.

The Consultation Criteria from the HM Government Code of Practice 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.

1. 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 has been shortened to 8 weeks for the following reasons:

· This consultation concerns minor deficiencies in domestic legislation relating to animal feed, food contact materials and extraction solvents. These deficiencies need to be resolved before the European Union (Withdrawal) Act 2018 powers expire, following the UK exit from the EU. 
· The SSI is a negative instrument. 
· Consulting for 12 weeks will place undue pressure on adhering to legislative deadlines for making corrections to retained EU law. 
· Amending deficiencies efficiently will demonstrate that processes previously completed by the EU can be delivered at pace post EU Exit, aligning processes' timelines to facilitate authorisation processes for GB businesses with stakes in EU markets.
· A 4 week consultation period allows ample time for comments from industries.
· It is important to aim for consistency across the 4 countries wherever possible. Many authorisations have already been issued by the European Commission and by extension approved for use in Northern Ireland.
2. The Code of Practice states that an Impact Assessment should normally be published alongside a formal consultation. An impact assessment was not required for this consultation.
3. 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 

4. 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.  The Data Protection Act (the DPA) 2018 applies GDPR standards and  transposes  the EU Data Protection Directive 2016/680 (Law Enforcement Directive) into domestic UK law.  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.

5. Personal information will be stored on Scottish Government servers 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.

6. 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 
7.  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. 
8. 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.  

9. 
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.
10.  A detailed Privacy Policy is available on our website, that explains how FSS   will safeguard and process any personal identifiable information that we collect from you in relation to this consultation. 

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

Thank you on behalf of Food Standards Scotland for participating in this public consultation.

Lynda McKnight
Policy Advisor
Food and Feed Safety & Hygiene
Food Standards Scotland

Annex A: List of interested parties

Key stakeholder trade associations which are represented across all four nations of the UK who have a strong interest in Animal Feed, Food Contact Materials and Extraction Solvents across the wider sector will be contacted directly for feedback on this consultation:
Animal Feed  
· The Association of Public Analysts 
· Assured Food Standards (Red Tractor) 

· The British Association of Feed Supplement and Additive Manufacturers (BAFSAM)

· The British Equestrian Trade Association (BETA)
· The National Farmers’ Union (NFU)
· The Agricultural Biotechnology Council 
· The Grain and Feed Trade Association (GAFTA)
· The Agricultural Industries Confederation
· The Pet Food Manufacturers Association (PFMA)
· Royal Highland and Agricultural Society of Scotland

· Scotland Food and Drink
· Agricultural Industries Confederation (AIC) 

· National Farmers Union (NFU) 

· National Office of Animal Health (NOAH)

· National Trading Standards (NTS)

· Pet Food Manufacturers Association 

· Seed Crushers and Oil Processors Association (SCOPA)

· UK Flour Millers UK Former Food Processors Association (UKFFPA)

Food Contact Materials

· Local Authorities and Enforcement Officers

· British Plastics Federation

Extraction Solvents

· Food and Drink Federation Scotland
· Food Additives and Ingredients Association (FAIA)

· UK Flavour Association (UKFA) 
· British Soft Drinks Association (BSDA)
· UK Flour Millers and Association of Bakery Ingredients (ABIM)

· UK Tea and Infusions Society 
· British Coffee Association
· Seed Crushers and Oil Producers Association (SCOPA) 

· The Snack, Nut and Crisp Manufacturers Association (SNACMA)

· Local Authorities and Enforcement Officers

· Scottish Retail Consortium
· Which?

This is not an exhaustive list.

Return to top of consultation document.


	
	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.
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